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On September 30, 1993, President Clinton signed Executive Order
12866--Regulatory Planning and Review. This Executive Order sets
forth the Administration’s principles and requirements for the
Federal regulatory process. Under secticn 6(a) (3) (E) of the
Executive Order, for “significant regulatory actions,” Federal
agencies must make certain information available to the public
after publication of the regulatory action in the Federal
Register.

Pursuant to the Executive Order, FDA has attached, for
significant regulatory actions, in this docket the following
information:

1)

....

2)

3)

A copy of the draft regulatory action as submitted to
the Office of Management and Budget’s (OMB) Office of
Information and Regulatory Affairs (OIRA) for review
including any materials or assessments, required by the
Executive Order, that accompanied the draft (TAB A);
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The substantive changes between the draft

su mitted to OIW for review and the action
subsequently announced, if any (TAB @ ); and

Those changes in the regulatory action that were
made at the suggestion or recommendation of OIRA, if
any (TAB & ).
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Narcotic Drugs in Maintenance and Detoxification Treatment of Narcotic

Dependence; Repeal of Current Regulations and Proposal to Adopt New Regulations

AGENCIES: Food and Drug Administration and Substance Abuse and Mental Health Services

Administration, HHS.

ACTION: Proposed rule.

... ..,

SUMMARY: The Secretary of the Department of Health and Human Services (the Secretary) (DHHS)

is proposing to revise the conditions for the use of narcotic drugs in maintenance and detoxification

treatment of opioid addiction. The proposal includes the repeal of the existing narcotic treatment

regulations enforced by the Food and Drug Administration (FDA), the creation of a new regulatory

system based on an accreditation model under new 42 CFR part 8, and a shift in administrative

responsibility and oversight from FDA to the Substance Abuse and Mental Health Services

Administration (SAMHSA). This proposal follows a study by the Institute of Medicine (IOM) and

reflects recommendations by the IOM and several other entities to improve narcotic addict treatment

“-’y allowing for increased clinical judgment in treatment. The proposal is also part of DHHS’S

Reinvention of Government review (Ref. 1).
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i)~the’ Federal Register). Submit writtencomments on [heinformationcollection provisionsb~

(imert date 30 duys after dute of-publicutiotl i)~tht’ Federal Register).

ADDRESSES: Submit writtencomments totheDockets\fanagementBranch (HFA–.305),Food :ind

Dmg Administration, 5630 Fishers Lane, rm. 1061, RockviJle, JMD2[)857. Submit comments on

the information collection requirements to the Office of Information ond Re.guhtory Affairs, OhfB.

New Executive Office Bldg., 725 ]7th St. NW., Washington, DC 20503, Attn: Desk Officer for

SAMHSA.

FOR FURTHER INFORMATION CONTACT:

NicholasP.Reuter,Office of Health Aff~irs (HFY–20), Food and Drug .-ldr~litlistr:i(ion, 5600”

Fishers Lane, Rockville, MD 20857, 301-827-1696, nreuter@bangate. fda.gov, or

Robert Lubran, Center for Substance Abuse Treatment (CSAT), SAMHSA, Rockwdl II, 560(1

Fishers Lane, Rockville, MD 20X57, 3014-$34502.
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~ L Introduction

The use of therapeutic narcotic drugs in the treatment of narcotic addiction has been the subject

of a unique system of Federal regulation for nearly 30 years. As described as follows, one

component of that system has been the enforcement by FDA of ‘‘processorientedregulations”

governing the operation of “narcotic treatment programs. ” These regulations reflect the fJct that

narcotic addiction is an illness with medical and societal origins, the treatment of which must

include careful professional oversight and the availability of specialized support services, The

regulatory system enforced by FDA also reflects the risks of abuse and diversion that are endemic

to opioid agonist therapy (Ref. 2).

The current regulations and the system for enforcing those regulations emerged at a time

when narcotic maintenance treatment experience was limited and abuses among practitioners

providing narcotic drug products, including methadone, to narcotic addicts were not uncommon.

In addition, there was considerable diversion of methadone. Thus, the intent of the current system

was to help ensure quality treatment and reduce the risks of diversion while permitting further

study of the relatively unfamiliar methadone maintenance treatment modality.

Additional study and experience has demonstrated the value of narcotic maintenance therapy

in reducing drug abuse, criminal behavior, and infectious disease transmission. However, the

narcotic addict patient population, and the health-care system in general, have changed dramatically

since the inception of the current regulations. Despite several retrospective reviews and prospective

evaluations, the system has remained essentially unchanged.

For example, compliance with the current system still depends upon inspections conducted

by either FDA or State inspectors, rather than by expert accrediting teams (as is typical in many

other areas of health care). Second, the regulations themselves have been criticized for imposing

.d:ta.iled requirements on program physicians and support personnel in a manner that has been

said to stifle clinical judgment, to the detriment of the patient population. Several aspects of the

current regulations also appear to reflect scientific views on opioid addiction that may be considered
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outdated, For example. the cuITent regulations do no[ dddres~ phaw~ of

tind focused treatment provided to patients at earlier sta:es. In addition. the current regulations

emphasize the suppression of abstinence symptoms in determining appropri~te dosing but do not

integrate newer concepts such as “blockade” in determining adequate dosing.

Third, the current regulations have been criticized as being overly 6‘process oriented” in that

they establish administrative requirements for programs but ignore the need for “effectiveness

standards” (Ref, 3). It has been said that under the current system, process takes precedence over

performance and that a reemphasis on clinical outcomes and controls would greatly improve the

effectiveness of treatment (Ref. 4).

This proposal would repetil the existing regultitor~ sj$tem and substitute in its place an

accreditation-based system that allows for gretiter administrative flexibility, fewer constraints on

clinical judgment, and even more focus on the needs of ptitients. .Among other things. the new

system would increase significtindy the direct participation of the medical community in the

oversight of addiction treatment. Moreover, individual programs will have increased flexibility to

design treatments for specific patients and communities. This is expected to increase patient

compliance and adherence to therapeutic regimens which, in turn, will increase the likelihood of

successful outcomes.

Part and parcel with the proposed new regulatory approach will be a shift in administrative

and oversight responsibilities. FDA will refocus its efforts on assuring the safety and effectiveness

of new treatment modalities and will relinquish day-to-day oversight of the treatment programs.

SAMHSA will take full responsibility for carrying out the new system on behalf of the Secretary.

The transfer of authority to SAMHSA, whose mission includes the goal of improving access to

high quality programs for the treatment

evolution of methadone treatment from

well understood treatment modality.

of addictive and mental disorders, reflects in part the

an emerging new drug therapy to a widely accepted and



‘--.11. Background

A. Stutmry UM’ Regu[ut{)ty Dwk)pnwnts

The current system by which FDA regulutes and monitors the use of narcotic drugs in the

treatment of narcotic addiction began in 197(1with passage of the Comprehensive Drug Abuse

Prevention and Control Act of 1970 (the CDAPCA) (Pub. L. 9] -5 13). Prior to the CDAPCA,

FDA’s control over therapeutic narcotic drugs such

was based on FDA’s regulation of new drugs under

Cosmetic Act (the act) (21 U.S.C. 355).

as methadone, in the treatment of addiction.

section 505 of the Federal Food, Drug, and

Section 4 of Title I of the CDAPCA directed the Secretary to determine, after consultation

with the Attorney General and national organizations, the appropriate methods of professionii]

practice in the medical treatment of narcotic addiction of various classes of narcotic addicts (see

42 U.S.C. 257a). The primary intent of the legislation was to reduce “uncertainty as to the extent

to which [physicians] may prescribe narcotic drugs for addiction patients” (Ref. 5). The legislation

also consolidated existing Federal drug control statutes into the Controlled Substances Act (CSA)

and the Controlled Substances Import and Export Act.

In 1972, FDA issued its narcotic treatment regulations based in part on the new drug provisions

of the act and the CDAPCA. These regulations provided for a closed distribution system for the

treatment of narcotic addiction, detailed procedures for approval of treatment programs, medical

treatment standards, and procedures for revoking approval for Failure to comply with the standards.

In 1974, Congress enacted the Narcotic Addict Treatment Act (the NATA) (Pub. L. 93–281 )

to establish the basis for increased control of narcotic addict treatment programs by the Attorney

General and the Secretary. The NATA ensured that only confirmed narcotic addicts would be

admitted to maintenance or detoxification treatment, that they would receive quality care, and that

illicit diversions would be limited. Under the NATA, which amended the CSA (21 U.S.C. 801
———.m—.
. [ seq.), practitioners who dispense narcotic drugs in the treatment of narcotic-dependent persons

must obtain an annual registration from the Attorney General. This authority has been delegated
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_n_
- (~}the Drug EnforcementAdministration(DEA). To bc registered. pr~c[itioncr~ m[lst ~~~nlpl~iiith

the requirements established by DEA for secure drug storage. recordkeeping, and unsupervised

use: practitioners must be qutilified under the treatment standwds established by the Secretary:

and practitioners must comply with stmdards established by the Secretary regarding quantities of

use ~y persons unaergomg treatment ~~1 u.s.~.,

on Drug Abuse (NIDA) jointly issued a final rule

narcotic drugs for unsupervised “take-home” ‘ , .,a, ,, f.fi

823(g)).

In 1980, FDA and the National Institute

(45 FR 62694, September 19, 1980) amending FDA’s narcotic treatment regulations to make them

consistent with the requirements of the CSA, as amended by the NATA, and with implementing

regulations issued by DEA. The amended regulations, codified at $291.505 (21 CFR 29 1.505),

h:lve provided the Secretmy’s regulatory itandards for the use of narcotic drugs in treatin: narcotic

addiction.

The requirements of \ 291,505 h~ve represented the minimum standards for the appropriate

methods of professional pr:ictice in the medictil treatment of narcotic addiction with narcotic drugs

such as methadone, Under the regulations, FDA approves new programs. periodically inspects

existing programs, and may revoke approval of a program’s application if the program fails to

abide by all of the requirements set forth in \ 291.505, or fails to monitor the activities of those

employed in the program.

New legislation enacted in 1992 restructured much of DHHS’S drug abuse services and

research responsibilities. Under the Alcohol, Drug Abuse and Mental Health Administration

(ADAMHA) Reorganization Act (Pub. L. 102–321 ), ADAMHA was restructured to transfer its

substance abuse and mental health research institutes, including NIDA, to the National Institutes

of Health (NIH), with SAMHSA established to suppom and administer programs relating to

substance abuse and mental health prevention and treatment services. Part of SAMHSA’S mission
_—.— .

,s to improve the provision of substance abuse treatment and “coordinate Federal policy with

respect to the provision of treatment services for substance abuse utilizing anti-addiction
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medications,includingmeth~done” (42 C~.S.C.29(l:ia( d)(7)). Within S,4\l I{S.L\, [he Center ft)r

Substance Abuse Treatment (CSAT) has developed tind issued comprehensive Treutment

Improvement Protocols (TIPS) and Technical Assistance Publictitions (TAPS), including the

publication entitled “Approval and Monitoring of Narcotic Treatment Programs: A Guide on the

Roles of Federal and State Agencies and State Methadone Treatment Guidelines. ” CSAT has also

developed guidelines on phases of treatment and guidelines on the dosing of Levo-Alpha-Acetyl-

Methadol (LAAM), another approved opioid agonist treatment medication.

In 1993, FDA and SAMHSA revised the methadone regulations to set forth conditions for

authorizing 6‘interim methadone maintenance. ” The change, which implemented provisions of the

ADAMHA Reorganization Act,authorizes public and nonprofit private narcotic treatment programi

to provide interim maintenance treatment to patients awaiting placement in comprehensive

maintenance treatment. In addition, the 1993 rule required all narcotic treatment programs to

provide counseling on preventing exposure to, and preventing the transmission of, human

immunodeficiency virus (HIV) disease (58 FR 495, January 6, 1993). Finally, the regulations were

revised again in 1993 to establish standards for the use of LAAIM in the maintenance treatment

of narcotic addicts (58 FR 38704, July 20, 1993).

B. Current O\’ersig}lt

FDA has enforced the existing narcotic treatment regulations (part 291 (21 CFR part 291))

by approving programs, monitoring programs through periodic inspections, and pursuing various

means of obtaining compliance, including enforcement actions and proposals to revoke program

approval. Approximate y 900 treatment programs are approved under the regulations. The number

of approved programs has not changed significantly over the years.

Periodic compliance inspections are carried out by FDA personnel, who generally have no

specialized expertise in drug abuse treatment, or by State officials under contract with FDA. These—.—.

inspections are primarily documentation audits, with an emphasis on appropriate recordkeeping

and control of take-home doses, FDA inspectors typically focus their review on a sample of patient
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_m._ records to determine whether the. program htis complied ~~’i[lltl~e regul:tti~~[~~. if an inspection re~ul[~

in observations of’ possible violations. FDA has several options for bringing the pr~>graminto

compliance, ranging from informal meetings with the program to warning letters to proposals to

revoke the program’s operzting approval.

The frequency with which FDA conducts routine inspections hm been stetidily decre:lsin:

:Is FDA continues to focus on its other core priorities.

C. E~uluati(m of t}lt’ Current Systcrn

While both the patient population and the health risks associated with illicit narcotic drug

abuse have ch~nged substantially over the last 30 years, the Federal regulatory frtimework

governing the treatment of narcotic addiction hits remtiined relatively unchtinged. Coordination

among several Federal tigencies through the Interagency .Narcotic Treatment Policy Review Board

(Ref. 6) (] XTpRB) htis brought tibout modest changes to the existing regulations. The INTPRB

helped coordinate the introduction of interim methtidone maintentince and led several changes that

allowed increased flexibility with regard to issues such as counselor-to-patient ratios and certain

reporting requirements (Ref. 7). Nevertheless, the system thtit remains in place today largely

remoins unchqged from the original regulatory system.

The existing system, for example, h~s been roundly criticized for its rigidity and for the

constraints it imposes on clinictil judgment. As an expert agency-based panel noted:

Some regulations, although intended to foster quality care, are based on the premise that a patient’s

behavior can be adequately controlled through rules. This idea often ~onfli~ts with the clinician’s need

to establish a therapeutic alliance and conflicts with most treatment professionals’ understanding that one

person is fundamentally powerless to control the drug use of another (Ref. 8).

Many in the field have also expressed concern about the future of methadone maintenance treatment

under managed care (Ref. 9). Since the inception of the existing regulations, the health-care system
_.——.

has been evolving to a managed care environment that relies on qu~ity assurance assessments

and outcome measurements, with careful matching of patient needs to ptiicular treatment. In such
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an environment, the enforcement of process oriented regula[iows haj ken criticized iii hating

“‘inhibited the development of ptitient-matchin~ strute:ies l~nd] diverted attention from more

clinically focused approaches, such as matching strategies and treatment guidelines” (Ref. 10).

Others huve criticized the current enforcement process to the extent that “[monitoring

compliance by a regulatory agency is by definition adversarial, ” and that inspectors we trained

to find violations and not to ‘‘provide technical assistance” (Ref. 11). Even the very need for

the current regulations has been questioned, with one commentator noting:

The authorities provided to DEA by the NATA and the 1984 CSA amendments [which provided

DEA with “public interest” revocation authority] themselves are sufficient to prevent the excesses. which

occurred during the late 1960’s, of an unregulated narcotic ddiction treatment system. Thus. program

registration by both the FDA and the DEA is duplictitive. cost]}. and unnecessary (Ref. 12}.

These types of concerns prompted several noteworthy assessments of the existing system,

including repons by the Generul Accounting Office (GAO) and the IO,M, and ti thorough

assessment of these reports and other relevant data by an interagency-work group.

1. The 1990 GAO Report

In 1990, the GAO issued a lengthy report, based on its review of 24 narcotic treatment

programs. analyzing the effectiveness of the existing narcotic treatment regulations. The report

focused on: ( 1) The extent of drug use by patients in methadone maintenance treatment programs;

(2) the goals, objectives, and approaches of the treatment programs; and (3) the types of services

available to patients in treatment.

The report noted a wide disparity in the quality of treatment provided among the 24 narcotic

treatment programs reviewed. The GAO found that:

* * * policies, goals,and practices varied greatly among the 24 methadone maintenance treatment

programs. None of the 24 programs evaluated the effectiveness of their treatment. There are no federal

treatment effectiveness standards for treatment programs. Instead, federal regulations are process oriented

in that they establish administrative requirements for programs. Even with regard to these requirements,
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fedml oversight CJ[rnethitdone maintentincr trt’dtment prllgrwlli h:is k’n Ler~ Ilmitcd sin~c’ I‘~:: IRrt.

13).

Bused on these findings, the GAO recommended [hat [he Secretary direct FDA or A’IDA,

~isappropriate, to: ( 1) Develop result-oriented performance ~tandards for methadone maintenance

treatment programs, (2) provide guidance to treatment programs regarding the type of data that

must be collected to permit :issessment of programs’ performance, and (3) assure increased program

oversight oriented toward performance standards.

In response to the GAO report, NIDA initiated the methadone treatment qutility assurance

system (MTQAS). The goal of the MTQAS was to develop outcome measures to compare the

performance of methadone maintenance treatment programs. in 1993, XID.A developed :t sur~e~

form with outcome varitibles adjusted for variations in case mix. For ex:irnple, MDA used retentit~n

in treatment and patient drug abuse as outcome variables for comparing the performance of

individual treatment programs, Inititil results from pilot tests of this system showed that

performance meusures, such as retention in treatment tind decreased drug abuse. could in foct

differentiate the quality and effectiveness of tretitment.

The GAO report and the new information from NITQAS prompted the Public Health Service

(PHS) to fund a comprehensive \tudy on the Federal regulation of methudone treatment by the

IOM,

2. The 1993 IOM Study

In 1993, NIDA, SAMHSA, and the Office of the Assistant Secretary for Health funded a

2-year IOM study of the current regulations, including enforcement issues, quality of treatment,

and diversion.

In a report issued in 1995, the IOM concluded that the current regulations have little effect

on the quality of treatment provided in clinics (Ref. 14). In particular, the report emphasized the

need to balance process oriented regulations with clinical practice guidelines and quality assurance

systems. The IOM found that ‘‘enforceable federal standards” are needed, not for medical reasons,
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but to prevent substandard or unethictil practices. and to maintain community wppor-t. It

recommended, therefore, that the regulations be reduced in scope to be less intrusive and to Jl]ow

more clinical judgment in treatment. Clinical practice guidelines, according to the 10M, would

ensure that clinical discretion is exercised in a “sound manner. ”

The IOM report also addressed the current system of enforcing the regulations, noting costly

over]ap among multiple Federal, State, and sometimes iocal inspections. As a result, the IOM

recommended “reducing the scope of administrative control by FDA and other DHHS agencies”

(Ref. 15). This reduction in scope of administrative control would follow the IOM’S

recommendation that:

FD,4, with SAMHSA and hTIDA, conduct m extensi~e review’ of methadone enforcement policies,

procedures. and practices by all health agencies of government - federal, stute, and local - for the purpose

of designing a single inspection format, having multiple elements, that would provide for ( 1) consolidtited.

comprehensive inspections conducted by one agency (under d delegation of federal tiuthority, if necessary).

which serves all agencies and (2) improve the efficiency of the provision of methadone services by reducing

the number of inspections and consolidating their purposes (Ref. 16).

Moreover, the IOM recommended that “DHHS conduct a review of its priorities in substance

abuse treatment, including methadone treatment, in a way that integrates changes in regulations

and the development of practice guidelines with decisions about treatment financing. ” Finally,

the IOM recommended that policy leadership on drug abuse treatment should be elevated to the

Office of the Assistant Secretary for Health (Ref. 17),

3. The Interagency Narcotic Treatment Policy Review Board

In response to these recommendations, the Assistant Secretary for Health requested that the

Interagency Narcotic Treatment Policy Review Board (INTPRB), which had been formed in the

early 1970’s to coordinate Federal policy regarding the use of methadone, evaluate the IOM’s

findings and recommendations. Membership on the INTPRB included representatives from FDA,

NIDA, SAMHSA (including CSAT), the Office of the Secretary, the DEA, the Department of
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Veterans .Affalrf (,V.A), and the office of >:itional Drug C~ln[rol Pt~lIc) IO\ DC P). Reprc\ent:III\ c,

from two other DHHS tigencies, the A,gency for He:dth Care Polic} ;ind Rewarch :Ind the Health

Care Financing Administration (HC’FA), were also included at \arious times,

After careful consideration of the IOM’S work and al] that preceded, the lNTPRB concluded

that a regulatory system centered around a core set of Federal treatment standards, in conjunction

with monitoring of treatment programs through private ticcreditation, would be both feasible find

preferable to the existing system.

First, the INTPRB reasoned that an accreditation-based system would be more col~si,stent tvi(h

the oversight approach in most other health-care fields. For example. HC’FA relies on accredi[ution

to certify approximately 7,000 hospitals th:it protide ser~ices to .\ledicare patients, In addition.

under the Clinical Laboratory Improvement .Act of 1988 [CLIA), pri~’a[e accreditation is noi; uved

as the primary basis for certifying human clinical I:ibortitor-ies.

Moreover, d number of ntircotic treatment programs m-ealready subject to accreditation

standards and inspections. As noted in the IOM report. Approximately 5 percent of the methudont

maintenance patients in the Lnited States are treated in f~cilities under the VA medical system

(Ref. 18), d] of which are subject [o outside accredittition.

In addition, the I.NTPRB found that interest in accreditation is increasing steadily, due at least

in part to its emphasis on self assessment and improvement, and on the integration of quality

assurance and performance elements developed by expert accreditation organizations. The expanded

use of accreditation, particularly in the substance abuse field, is reflected in the number of national

accreditation bodies with standards for substance abuse treatment. The Joint Commission on the

Accreditation of Healthcare Organizations (JCAHO) and two other national accreditation bodies

the Commission on Accreditation of Rehabilitation Facilities (CARF) and the Council on

Accreditation of Services for Families and Children, Inc. (COA) have significant experience in

accrediting substance abuse treatment programs. CARF conducts approximately 1,000 surveys each

year (Ref. 19) and more than 100 entities, including the Federal government, have accepted
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uccre.ditation by CARF. CO.A ticcredits appr~~xima[el] 1.()()() Ixhatior:il healthc:ire prt):rw)s an~i

.3,000”social service programs annually (Ref. 20). C’,4RF, C’OA, and JC.AHO all have developed

or expressed an interest in developing methadone treatment accreditation standards.

The INTPRB also concluded that an accreditation-based system \vould improve the qualit~

of tretitment by increasing the participation of the treatment community in establishing measures

for determining the effectiveness and overall success of treatment programs. Some htive attributed

problems in the methadone treatment area to the absence of the medical profession’s participation

in determining the standards of care in

expected to be tible to focus closely on

this area (Ref. 2 1). Professiomd accreditation bodies are

those aspects of treatment that, if maintained ~t appropriate

levels, will show a measurable improvement in tretitnmnt outcomes and a measurable impro;emenr

in the overtill quality of the medical care. Also, because of its widespre~d use in health care.

an accreditation-based regulatory system may also help to mainstream the medical treatment of

nwcotic dependence,

The INTPRB ASOreasoned that accreditation could significantly improve program

performance, especially at poorly functioning programs, by providing much-needed advisory

services thut generally have been lacking under [he existing system,

Importantly, the INTPRB noted thut ~n accreditation-based system provides an opportunity

to reduce the layers of inspections from Federal, State, and local regulatory entities. State authorities

may choose to apply to act as accreditation bodies for programs in their jurisdiction and, if

approved, would consolidate inspections and minimize burdens. Alternatively, State authorities

could adopt accreditation body findings. At least one State, Ohio, accepts as documentation of

a program’s compliance with State standards a program’s accreditation by any of the leading private

accreditation bodies (Ref. 22).

Overall, the INTPRB concluded that fewer resources would be expended at the Federal level.

While there would be costs to the government in monitoring accreditation bodies, assuring that

accreditation body elements are appropriate, and reviewing and approving guidelines, the overall
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cost should be less than that of the present system. Treatment program< tvou]d be expected to

absorb modest accreditation fees, but treatment qutility would be greatly improved by b~ing more

closely matched to patient needs.

In addition, accreditation holds out the prospect for more efficient treatment which, in time,

would allow for more treatment at a lower cost to payers. Indeed, with its similarity to HCFA’S

oversight of Medicare and Medicaid programs, the accreditation-based regulatory system provides

the potential for a model system that unifies “financing, treatment, and the regulation of services”

as envisioned by the IOM and others:

Service providers have demanded that accrediting and regulatory bodies conduct their reviews jointly

and/or tit least accept all or part of each other’s standards. reviews and reports as equivalent. It is a hopeful

sign thtit in at least 23 states, the surveys of the JCAHO mci of state health departments are being conducted

jointly, and 17 others are considering such arrangements. These collaborations have been commended by

the General Accounting Office of the U.S. Congress, as cost-containing efforts that successfully reduce

some of the duplication of preparation and the overuse of scarce resources, which could better be used

p.i-~~)
toward the improvement of quality of care.

The INTPRB in April 1995 forwarded its recommendations to the Assistant Secretary for

Health who, thereafter, solicited views from all Federal agencies with a substantial interest in

therapeutic and controlled substances. After receiving and evaluating endorsements from other

agencies, the Assistant Secretary for Health concluded that DHHS should take all necessary steps

to phase out the existing regulatory approach and adopt in its place an accreditation-based system

centered around a limited set of core Federal treatment standards.

In September 1995, the Assistant Secretary for Health assigned to SAMHSA responsibility

for developing the new regulatory approach. Subsequently, an interagency workgroup of the

INTPRB, with representatives from DI-IHS (including SAMHSA, FDA, and NIDA), DEA, VA,

and ONDCP, was formed to develop the new system, including the development of this proposed

rule.
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-!, NIH Consensus Development Conference

On November 17 to 19, 1997, NIDA, the NIH Office of Medical Applications Research, and

the NIH Office of Research on Women’s Health sponsored a consensus development conference

on the effective medical treatment of heroin addiction, NIH convened this conference to present

the available data on opioid agonist treatment for heroin addiction in order to address the most

important and controversial issues surrounding narcotic maintenance treatment. The independent

panel concluded that opioid addiction is a medical disorder and that pharmacologic agents, such

as methadone and LAAM, are effective in its treatment. The panel also addressed barriers to such

treatment, including the existing regulations:

However well-intentioned the FDA’s treatment regulations when written in 1972, [hey are no longer

necessary. We recommend that these regultitions be eliminated. Alternative means, such as accreditation,

for improving the quality of [opioid treatment] should be instituted (Ref. 23).

111. Summary of Proposed Rule

The Secretary is proposing to add new part 8 under title 42 of the Code of Federal Regulations

to codify the new accreditation-based system. The proposal also includes the repeal of the existing

FDA-enforced. narcotic treatment regulations at 21 CFR part 291, which would go into effect when

the new regulations are finalized and effective. The Secretary will delegate to SAMHSA the

authority to oversee the new program proposed under 42 CFR part 8.

The proposed regulations establish the procedures by which the Secretary will determine

whether a practitioner is qualified under section 303(g) of the CSA (21 U.S.C. 823(g)(1)) to

dispense certain therapeutic narcotic drugs in the treatment of individuals suffering from narcotic

addiction. These regulations also establish the Secretary’s standards regarding the appropriate

quantities of narcotic drugs that may be provided for unsupervised

such treatment (21 U.S.C. 823(g)(3)). (See also 42 U.S.C. 257a.)

Under the proposed regulations, a practitioner who intends to

use by individuals undergoing

dispense narcotic drugs in the

treatment of addiction must f~st obtain from the Secretary or her delegated authority, SAMHSA,



16

a certification that the practitioner is qualified under the Secretary’s ~t:tndar(i> an~i will compl)

with such standards. Eligibility for certification will depend upon the practitioner ob[aining

accreditation from a private nonprofit entity, or from u State agency, that has been approved b~

SAMHSA to accredit narcotic treatment programs.

For purposes of these regulations, the term ‘‘opioid” will be used where, traditionally, the

word ‘‘narcotic” has been applied. For example, this rule will use the term Opioid Treatment

Program or ‘‘OTP” in place of the term Narcotic Treatment Program or ‘‘NTP. ” The term opioid

refers to any natural or synthetic drug that has morphine-like pharmacological actions (Ref. 24).

See section 102(1 8) of the CSA (21 U.S.C, 802( i 8)) (defining the term “opiate”). ,4s noted in

the IOM report, the word “narcotic” often denotes a stupor-inducing drug and, :ISdefined in (he

CSA. would include cocaine. See section 102( 17) of the CSA (21 U.S. C. 802( 17)) (defining the

term “narcotic drug”). While till opioids are narcotics under the legal definitions of the terms

in the CSA, not till narcotics are opioids. Cocaine, for example. would not be classified as an

opioid. Thus, while the Secretuy, under section 30.3(g) of the CSA, must determine the

qualifications of any person who intends to dispense narcotic drugs for the maintenance or

detoxification treatment of narcotic addiction, this rule is intended to cover only the use of opioid

drugs (such as methadone or LAAM) in the treatment of opioid addiction (such as addiction to

heroin and other opioids). The use of nonopioid narcotic drugs in an addiction treatment setting,

or the use of opioid drugs for the treatment of addiction to nonopioid narcotics would nevertheless

require a determination of qualification by the Secretary under section 303(g) of the CSA.

A. Subpart A—Accreditation

Subpart A would establish

an approved accreditation body.

the procedures whereby an entity can apply to SAMHSA to become

This part also establishes “accreditation

and general standards for accreditation bodies to ensure that practitioners

for compliance with the Secretary’s standards for opioid treatment.

body responsibilities”

are consistently evaluated



1. Definitions and Related Requirements

Section 8.2 in subpart A defines a number of key terms for purposes of applying 42 CFR

part 8. Most of these proposed definitions are identical or similar to those set forth under the

existing regulations at $ 291.505(a). Several, however, are unique to the new accreditation-based

system and require brief mention.

For example, the Secretary is proposing to define the term “accreditation body” to mean

a body that has been approved by SAMHSA under proposed $8.3 to accredit OTP’S. Under

proposed $ 8.3(a), private nonprofit organizations as well as State governmental entities, including

a political subdivision of a State (such as a county) may apply to serve as an accreditation body.

The Secretary believes that allowing States to serve as accreditation bodies may also help expedite

the transition of previously approved programs to the new system,

It should be noted, however, that the Secretary is proposing in $8.3 to limit eligibility to

those applicants (including States and political subdivisions of a State) who demonstrate that they

will be able to accredit at least 50 OTP’S per year, The Secretary believes that this requirement

is needed to ensure the quality of the accreditation services performed by accreditation bodies.

The Secretary may revisit this requirement after the first 3 years.

Under the proposal, prospective accreditation bodies will be required to develop and submit

as part of an application for approval, “accreditation elements”. These elements, which are defined

in $8.2, are the elements that the accreditation body will apply during “accreditation surveys”

as the basis or benchmark for determining whether a treatment program should receive

accreditation. The accreditation elements are expected to track the “Federal opioid treatment

standards” issued by the Secretary in $8.12, albeit with much greater detail. One focus of

SA~SA’s oversight of the accreditation system will be the development and publication of up-

to-date treatment guidelines to assist accreditation bodies in developing accreditation elements. It

is also expected that an essential part of the accreditation elements will be clinical outcome and
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performance memures. A,gain. SAMHSA expects to

of such measures.

ssue det:iilcd guicitince on the de~ e!opmcn(

As mentioned previously, accreditation bodies will base their accreditation decisions on

experience gained during on-site “surveys,” as defined in { 8.2. The accreditation body’s policies

and procedures for conducting surveys will be a major focus of the application process under

$8.3. The Secretary expects these accreditation body surveys to, in large measure, take the place

of on-site inspections by DHHS investigators as the primary means of monitoring the operations

of OTP’S. lNevertheless, it is important to note that the Secretary has retained the right to conduct

inspections of programs. including 6‘for-cause inspections, ” as defined in $8.2. A “certified opioid

treatment program, ” as defined in ~ 11.2(i).is an organization that administers or dispe[~ses “opioid

aqonist treatment medications” (see ~ X,2(t)) for maintenance or detoxification treatment of opioid

addiction, and that is the subject of a current certification issued by SAMHSA under \ 8.1 I. AS

discussed below, to obtain certification from SAMHSA. under $8.11, a treatment program must,

tit a minimum, “be the subject of a current, valid ticcreditation by an accreditation body or other

entity approved by SA.MHSA * * *.” Certification will be granted for a period not to exceed

3 years and will serve as the final determination by the Secretary thut the program is “qualified,”

as that term is used under section 303(g) of the CSA (21 U,S.C. 823(g)).

It is important to note that the proposed definition of a “certified opioid treatment program”

includes individual practitioners, such as private physicians. Although the term “practitioners”

was used in the NATA, historically there have been few individual practitioners who have applied

to dispense methadone or LAAM under the existing regulations. The Secretary is aware, however,

that there is considerable interest in the issue of physicians in private or group practices providing

opioid treatment outside the traditional OTP setting.

The intent of this proposal is to develop a process for certifying qualified providers to dispense

opioid drugs in the treatment of opioid addiction. Ideally, the proposed process would be

sufficiently flexible to allow individual practitioners themselves to provide such services.
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Admittedly, the proposed Federal opioid treatment ~tandard.~ in some instances may II(J( he well

suited to office-based treatment. The Secretary therefore is specifically seeking comment on ho~~

the Federal opioid treatment standards might be modified to accommodate office-based tretitrnent

and on whether a separate set of Federal opioid tre~tment standards should be included in this

rule for office-based treatment.

The proposal also retains the concept of “medication units, ” as defined in $ 8.2(s). A

“medication unit” is a facility established as part of, but geographically dispersed from, the centr~l

location of an OTP. Licensed private practitioners and community pharmacists are permitted to

administer and dispense opioid drugs from medication units without seeking a separate accredittition

or a sepamte certification frotn SAMHSA. (Medictition units, however, may nevertheless require

separate registration from DEA under section 303(g) of the CSA and 21 (2FR part 1300. ) These

units are also authorized to collect samples for drug testing or analysis for narcotic drugs.

Medication units can serve to decrease the burden of patients who must travel considerable

distances to obtain medication. SAMHSA must be notified before a medication unit can begin

to provide opioid treatment medications to patients.

Finally, the Secretary has proposed as a definition of the term ‘‘opioid addiction,” in $ 8.2(u),

a condition in which an individual exhibits a compulsive craving for, or compulsively uses, opioid

drugs despite being harmed or causing harm as a result of such craving or use. This definition

reflects the idea that an individual suffering from opioid addiction may not exhibit concurrent

physical dependence on opioids, as evidenced by the onset of signs of withdrawal upon

administration of an opioid antagonist or following the last dose of an opioid drug.

2. Accreditation Body Approval and Related Requirements

Proposed $8.3 outlines the application process for applying to SAMHSA to become an

approved accreditation body; $8.4 establishes the standards and responsibilities of approved

accreditation bodies; $8.5 allows for periodic reviews by SAMHSA of the performance of

individual accreditation bodies; and $8.6 allows SAMHSA to withdraw the approval of an
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accreditation body. Authorized accreditation bodies agree to submit to SAMHSA the names of

any facilities for which the accreditation body denies, suspends, or revokes accreditation, to provide

summaries of the data collected and the results of treatment program surveys, and to charge

reasonable accreditation fees.

Of particular significance, accreditation bodies must maintain current policies and procedures

designed to ensure the confidentiality of patient records (see proposed $ 8.4(c)), and policies and

procedures designed to ensure against actual or perceived conflicts of interest (see proposed

$ 8.4(g)).

a. Patient con.dentiality. The patient records maintained by OTP’s are subject to the

confidentiality protections of State and Federal laws. With respect to patient confidentiality, section

543 of the PHS Act (42 U.S.C. 290dd–1 ) and its implementing regulations, 42 CFR part 2, are

fully applicable to OTP’S. OTP’S are “programs” as defined by 42 CFR 2.11 and are “federally-

assisted” as defined by 42 CFR $2. 12(b)(2). Under these regulations, the treatment programs are

prohibited from disclosing patient identifying information except in certain prescribed circumstances

such as pursuant to patient consent, for pu~oses of research, audit or evaluation, or under a court

order consistent with subpart E of 42 CFR part 2.

The regulations at 42 CFR part 2 would permit programs to disclose patient records to

accreditation bodies under the audit and evaluation exception at 42 CFR 2.53. To the extent that

the accreditation body needs to copy records containing patient identifying information, it must

agree in writing to: ( 1) Maintain the patient identifying information in accordance with the security

requirements provided in 42 CFR 2.16 of the regulations, (2) destroy all patient identifying

information upon completion of the audit or evaluation, and (3) comply with the limitations

redisclosure of 42 CFR 2.53(d).

b. Prevention of conflicts of interest. With respect to conflicts of interest, the Secretary

on

is

proposing that accreditation bodies must submit to SAMHSA, as part of an application for approval

under $ 8.3(b)(6), the policies and procedures maintained by the accreditation body to ensure that



the body remains impartitil tind free of commercial. t’inanclal, :Ind (J[hcr pres~ure~ that mIghI prcwn(

an actual or apparent conflict. Although it is not possible [o state categorically all of the criteri:~

for assessing whether an accreditation body will be free of conflicts, the most common condition

thtit would indicate a potential conflict wouId be one in which any member of the accreditation

team (or an immediate family relative) has a financial interest of any type, direct or indirect, in

the treatment program to which the team is assigned. Likewise, anyone employed by the

accreditation body who is involved in any respect in the accreditation decision for a particular

program must be free of a financial interest in the program. Fees charged to programs must in

no way be made contingent, in whole or in part, on a particular accreditation decision or outcome.

B, .$ubpar[ 5--Certif7cation and Trt’a{mr]]t Stli)~d(lrd.~

Subpart B proposes the process by which OTP’S may obtain certification from SAMHSA,

the conditions necessary for remaining certified, :tnd the process by which SAMHSA may suspend

or revoke ce~ifictition. In addition, subpart B proposes the Secretary’s Federal opioid tretitrnent

standards.

1. OTP Certification

Lnder proposed N8.11, treatment programs must obt~in certification from SAMHSA for the

program to be considered “qualified” by the Secretary under 21 U.S.C. 823(g), Certification will

be for a term not to exceed 3 years but may be extended as necessary, with permission from

SAMHSA, to accommodate accreditation cycies.

A program must obtain a current, valid accreditation from a SAMHSA approved accreditation

body in order to be considered eligible for certification. Although SAMHSA expects that most

programs that obtain accreditation will, as a matter of course, obtain certification, there are
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circumstances in which S.4,MHSA could deny certification t~~an iiccredited program. Under

proposed \ 8.1 l(c)(2), S,4MHSA may deny cefiification if ii program’s application for certification

(see proposed $8,1 l(b)) is deficient in any respect: if SAMHSA independently determines that

the program will not be operated in accordance with the Federal opioid treatment standards; if

the program has improperly denied access to the facilities or to its records; or if it is determined

that the program has in any respect made misrepresentations or omitted material facts in the course

of obtaining accreditation or applying for certification. Although it is expected that a denial of

certification for a program that has obtained accreditation would be a rare occurrence. the Secretary

nevertheless has retained the authority to deny certification. Likewise, the Secretary has re~ined

the authority to independently certify a program that has not obtained accreditation. .4gain, this

authority would be used only in rare circumstances.

Proposed \ 8.11 {d) provides for “transitional certification” during the period when the former

regulations at part 291 will have been repealed and the new accreditation based regukitions, under

42 CFR part 8, are just beginning to be implemented. The intent of these provisions is to allow

programs that were approved under the old regulations to remain in operation for a reasonable

period of time so that there is sufficient time for: ( 1) SAMHSA to approve one or more

accreditation bodies, (2) programs to apply for and obtain accreditwion from one of the approved

accreditation bodies, and (3) SAMHSA to make certification decisions based on the outcome of

the accreditation process.

First, OTP’S that have not obtained certification from SAMHSA, but are the subject of a

current approval by FDA under part 291 as of the effective date of the regulation will be granted

“transitional certification” for a period of 60 days after the effective date of the final rule. Under

the proposal, programs that are granted transitional certification must apply to SAMHSA during

this 60-day period to extend their transitional certification for up to 2 years. To extend transitional

certification, an OTP must submit the info~ation that would be required in a new application

for certification (proposed ~ 8.1 l(b)). In addition, the program must include a statement cetiifying
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[hat the OTP will ~pply for ~ccredittition from o SA\lHSA :ippro~ed :Lccrediting bod~ i~ithin w )

days from the date SA.MHSA approves the first accreditation body under proposed \ 8.3, SA\lHS\

intends to announce the approval of accreditation bodies in the Federal Register and through

other media. In addition, if a program has applied for accreditxion but the accreditation body

is unable to complete its survey prior to 2 years from the effective date of this regulation, SA.MHS,-I

may extend a program’s transitional certification for up to 1-additional year.

It should be noted that the Secretary is proposing that treatment programs will be subject

to the requirements of these rules upon the effective date. SAMHSA will be overseeing the

regulations and will be monitoring programs during the 60-day application period as well as

subsequently in accordance with the regulations. It is expected th:it .3yems will be sufficient time

for all OTP’S to become accredited, tilthough the Secrettiry would expect that most programs rvil]

be accredited within 2 yews.
.

Proposed $8.11 also provides a mechtinism to idlow for “provisionti] certification” \vllen a

program is diligently pursuing accreditation, LJnder \ 8.1 l(e), OTP’S that have not previously

obtained certification from SAMHSA, but have applied for accreditation with an accreditation body,

are eligible to receive a provisional certification for up to 1 year. To receive a provisional

certification for up to 1 year, an OTP must submit the information set out in $8.1 l(b) to SAMHSA

along with a statement identifying the accreditation body to which the OTP has applied for

accreditation, the date on which the OTP applied for accreditation, the dates of any accreditation

surveys that have taken place or are expected to take place, and the expected schedule for

completing the accreditation process. A provisional certification for up to 1 year will be granted,

following receipt of the information described in this paragraph, unless SAMHSA determines that

patient health would be adversely affected by the granting of provisional certification.

An extension of provisional certification may be granted in extraordinary circumstances or

otherwise to protect public health. To apply for a 90-day extension of provisional certification,
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an OTP must submit m SAMHSA J statement explaining the program”i effort~ to obt;lin

accreditation and a schedule for obtaining accreditation as expeditiously tis possible.

Proposed \ 8.11 also addresses the use of opioid treatment medications in patients hospitalized

or admitted to long-term cat-e facilities for treatment of a medical condition other than opioid

addiction, Under proposed $8. I 1(a)(4), the Secretw-y will not require such facilities to seek

certification in order to provide maintenance or detoxification treatment to a patient who htis been

admitted for medical conditions other than addiction or if the patient is already enrolled in a

certified OTP and such enrollment has been verified. The terms “hospital” and ‘‘long-term care

fticility” are determined according to the law of the Stfite in which the facility is located, This

provision is not intended to relieve hospit:ils and long-term care facilities from their obligations

for regis[ratlon under section 3(13(g) of the C’SA and under regulations issued by DEA (see 21

CFR 13(16.07(c)).

Section N.1I(f) proposes the general conditions of certifictition. First, under the proposal,

OTP’S must agree to comply with all applicable Stote laws and regulations. The Secreta~, however,

will not require State approval of a program as a condition precedent to obtaining certification

under $8.1 l(c).

As provided in the CSA, the Secretary’s role in the oversight of narcotic treatment is to set

standards for the appropriate use of narcotic drugs in the treatment of addiction, and then to ensure

compliance with those standards. The States, on the other hand, have a broader set of

responsibilities, including regional and local considerations such as the number and distribution

of treatment facilities, the structural safety of each facility, and issues relating to the types of

treatment that should be available. For example, under the ADAMHA Reorganization Act of 1992,

the Chief Public Health Officer within a State must certify that interim methadone maintenance

will not “reduce the capacity of comprehensive programs” within the State. In addition, some

States consider the proximity of other treatment programs in deciding whether to approve a
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treatment progr-om, or the number of treatment progrwn$ current]) operating in [he Stale IRef~,

25 imd 26). And, at least one State limits methadone treatment to non-profit programs (Ref. 27).

Nothing in this part is intended to restrict State governments from regul:iting the use of opioid

dregs in the treatment of opioid addiction. Importantly. there will still be extensive cooperation

between SA.MHSA and relevant State authorities. However, in determining whether on OTP thiit

is applying for certification satisfies the requirements of section 303(g) of the CSA (2 I L1.S.C’.

823(g)), the Secretary will not require that the program first obtain approval from a relevant State

authority.

Second, treatment programs must agree to allow SAMHSA, DEA officials, relevtint Sttite

officials, and authorized accreditu(ion bodies access to conduct surveys and inspections (including

unannounced inspections), and full access to patient records. Failure to allow such access will

be grounds for denial of certification or, in the case of a certified fxility, suspension or revocation

of cer-tifictition under proposed \ 8. 14(J)(4). Note idso thut SAMHSA will continue to conduct

inspections of OTP’S to vtdidate the performance of accreditation bodies, in instances where

accreditation is determined to be inadequate and otherwise as needed to ensure that all treatment

programs are operating in a manner consistent with the Federal opioid treatment standtirds.

Third, the proposal retains under \ 8.11 (g) the provisions and requirements for authorizing

interim methadone maintenance program approval. These provisions were mandated by the

ADAMH.4 Reorganization Act of 1992 and remain in effect. Under $8. 12(e), SAMHSA will

process requests for interim maintenance approval.

The proposal retains, under $8. 11(h), a provision that allows an OTP to request from

SAMHSA an exemption from the regulatory requirements set forth under proposed $$8.11 and

8.12. An example of a case in which an exemption might be granted would be for a private

practitioner seeking to treat a limited number of patients in an area with few physicians and no

geographically accessible rehabilitative services. In such an instance, SAMHSA would consider

a request for an exemption from certain of the staff credential or required services standards, as



~~

well as an exemption from the requirement to be accrecii[e(i .Another C.kample \\’L>Uldhe :m

exemption thtit might be granted to a State sponsored pilot program which uses innovative dose

schedules or dispensing practices for an already approved opioid agonist treatment medication.

Fintilly, the proposal requires as a condition of continued certification that programs must

notify SAMHSA within 3 weeks regarding any change in the status of the program sponsor, such

as a corporate reorganization, or a change in the status of the medical director, such as the

retirement or termination of the individual in that role.

2. Federal Opioid Treatment Standards

Section 8.12 proposes the Secretav’s “Federal opioid treatment standards” :1s enforceable

re,gultitory requirements that treatment programs must follow’ as a condition of certification. The

requirements, which tire discussed in greater detail as follows, address the opioid drug products

tipproved for use in certified OTP’S, dosage form limitations, the requirements necessary to assure

that medications dispensed for unsupervised or “take-home” use do not present inappropriate risks

for diversion, the minimum program staffing requirements and staff responsibilities, admission and

enrollment requirements, and required services. These standards will form the outline for, and will

inform the development of, euch accreditation body’s approved ticcreditation elements,

Proposed $$8.13 and 8,14 address the process that SAMHSA will follow in suspending or

revoking certification under these regulations. The proposal includes timeframes for notifying DEA

when a treatment programs registration should be suspended or revoked. In addition, these sections

address the contingencies when an accreditation body itself revokes a program’s accreditation, or

when an accreditation body’s approval to perform accreditations is revoked.

Proposed $8. 14(b) provides the circumstances under which SAMHSA will suspend a treatment

program’s certification. If SAMHSA finds substantial evidence of an imminent hazard to health,

SAMHSA will suspend certification and notify DEA to suspend registration under 21 U.S.C,

824(d). Substantial evidence of imminent hazard could include evidence that treatment program
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unacceptable level of risk to the safety of patients or the community.

The procedures set forth in this proposal for revoking or suspending certifictition of tretitment

programs are similar to the existing procedures for withdrawing approval under $291.505(h). Notice

and tin opportunity for an informal review and hearing will be provided prior to revocation, in

accordance with proposed subpart C (discussed as follows). An expedited process is also included

for seeking review of decisions to immediately suspend certification.

It should be noted that DEA also has a process for review when a registration is revoked

or suspended consistent with the requirements of 21 U.S. C. 824(c). (See part 1301 (21 CFR part

1301 ),) Although the procedures for review of a suspension or revocation set forth in this notice

are being proposed ~t this time. DHHS intends to work with DEA to ensure that only a single

hearing occurs when a program’s certification is suspended or revoked under the DHHS regultitions.

so as not to duplicate effort. Specifically, it may be decided, as part of the final rule, thfit DEA

should have the lead in conducting the hearing, in which cfise the regulations at part 1301 would

apply rather thtin the hearing process in subpart C of the proposed rule. Alternatively, it may be

decided that the hearing process in subpart C will be retained in the final rule, but that SAMHSA

would request the DEA hearing officitil to defer to the decision of the Secretary with respect to

determinations made under 21 L1.S.C. 823(g)(1) and (g)(3). At this time, however, the Secretary

is proposing a separate hearing process and is seeking comment on the proposed process.

The final provision in subpart B (42 CFR 8. 15) proposes two new application forms:

SAMHSA4001, Application for Certification to Use of Opioid Drugs in a Treatment Program;

and SAMHSA--OO02, Application for Becoming an Accreditation Body under 42 CFR 8.3.

SAMHSA is in the process of obtaining OMB review for these new forms.

SAMHSA-0001, Application for Certification to Use Opioid Drugs in a Treatment Program,

will closely track the existing application form for FDA approved treatment programs. The

applicant will have to provide the name of the program (or primary dispensing location), the address
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of the primary dispensing location. the nwne and adcire$s (~fthe program \ponw~r. ~il(~ngHitll

appropriate telephone numbers. [n tiddition, the form requ[res the submitter to pro~idc estimates

of the number of patients to be treated and the progrtim funding source. along with description~

of the organizational structure of the progrtim. The nellr form Wi]I retain the kmguage on

establishing a patient record system, and maintaining patient records for at least 3 years. The

proposed SAMHSA form would require information on the program’s accreditation stutus M

required by proposed $ 8.11(a)(2).

Under the existing regulation, treatment programs are required to complete and submit a neii

form when there is a change in location of the treatment program, or a change in program sponsor.

SAMHSA is retaining this reporting requirement In addition treatment programs must submit ;i

new form before establishing a medication unit.

Under (he proposal, Form FDA–2635. Consent to Treutment with an Appro\ed h’~rcotic Drug.

would be eliminated. Current regultitions require th~t the person responsible for the program must

ensure thtit the patient h:~s~’oluntaril> chosen to participate in treatment: that till relevunt F~cts

concerning the use of the opioid drug tire clearly and adequately expltiined; and thtit the patient,

with full knowledge and understanding of its contents, signs the consent form. A specific consent

to treatment form was considered necessary when methadone maintenance treatment wtis a

rekitivel y unf~miliar treatment modtility in the early 19711’s.indeed, Form FDA–2635 reflected

the idea thtit methadone is a drug that FDA had identified under 21 CFR 310.303 as one for

which additional long-term studies were needed. FDA, however, has removed that designation

methadone (61 FR 29476, June 11, 1996). While patients should continue to be counseled on

the risks of opioid agonist maintenance therapy and provide written consent to treatment, and

for

accreditation bodies should include elements to assure such counseling, the Secretary has tentatively

concluded that a Federally mandated consent-to-treatment form is no longer necessary.

Form FDA–2633, Medical Responsibility Statement for Use of Narcotic Drugs in a Treatment

Program, would also be discontinued. This form predates the NATA, and was first announced



in the initial

in i 998 (Ref.

~ ()

972 regul~i[ion [Ref. 28). .According t~la Papen\ork Reduction .\c[ .m:il>~i~puhliiilc(i

29), FDA estimated that 275 of [hew forms are submirted annu:illy,

mud of 7(}hours to complete. The form must be signed by all program physicians

agree to tissurne responsibility for dispensing and administering opioid substances

abide by the standards set forth in the regulations. In addition, program physicians

requiring a

Lvho. in turn.

and agree to

agree to adherr

to the patient confidentiality requirements of 42 CFR part 2. Finally, the form requires that those

program physicians who are also medical directors will assume responsibility for administering

medical services and for ensuring compliance with all applicable Federal, State, and local laws.

While the Secretary is proposing to retain these requirements for program physicians find medical

directors, as part of the Federal opioid treatment standtirds and :is a condition for continued

certification. the requirement thtit a form be submitted is no longer considered necessar~’ in order

to ensure compliance.

The Secretary is also proposing to eliminate the requirement for separate forms for

maintenance treatment and detoxification treutrnent (~ee FDA–2636 Hospital Request for

Meth~done Detoxification Treatment). Under the proposed rule, entities providing either

maintenance or detoxification treatment must conform to the same core Federal opioid treatment

~tandw-ds, One qualification, however, is tlmt d hospiud-based detoxification program would not

be required to obtain a separate accreditation if the hospitfil itself is accredited by a SAMHSi4

approved accreditation body and certified by SAMHSA.

C. Subpart C-procedures for Rel~iw of Deniul, Suspension, or Reb’ocation of Certification

Subpart C sets fofih procedures for programs to seek review of denials, suspensions, or

revocations of certification. The Subpart C procedures are also available to accreditation bodies

who are denied approval or whose approval has been revoked by SAMHSA.

The proposed procedures will ensure that programs will be given adequate notice of adverse

actions, ample opportunity to submit written information, and an oppofiunity to request an oral

hearing. The procedural framework follows the procedures applied by SAMHSA’s Division of
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Workpltice Programs under the “Mundatory Guideline\ for Fe~ierd W’orkplxe Drug Tefting

Programs” (59 FR 299(18, June 9. 1994).

IV. Federal Opioid Treatment Standards

Proposed $ l?.12 sets forth the Secretary’s Federal opioid treatment standards. These stundards

represent the Secretary’s core requirements for the medical treatment of opioid addiction with

opioid agonist treatment medications. Taken together, the Secretary’s standards outline the essential

framework of a state-of-the-art addiction treatment program, with additional details to be supplied

through Federal guidelines under development by SAMHSA and by accreditation elements to be

developed by expert accreditation bodies.

The Secretary’s proposed standards idso reflect the minimal requirements necessary to reduce

the risk of diversion of opioid tretitment drugs, Among other things, the Secretary has set forth

specific quantities of opioid drugs to be used for unsupervised ‘‘t~ke home” use and certain other

constraints on take home use.

On the whole, these standards carefully btilance the need for enforceable requirements,

including clear standards to minimize the risk of diversion, against the pressing need to increase

the clinical discretion and judgment in opioid addiction treatment. In addition, these standards

reflect many of the elements that the IOM identified as necessary to prevent “substandard

treatment. ”

A. Administruti~te and Organizational Structure

Section 8.12(b) proposes to require that an OTP’S organizational structure must be adequate

to ensure patient care. At a minimum, there must be a program sponsor who agrees to adhere

to regulatory requirements. In addition, the Secretary believes it is essential, as with other medical

treatments, that physicians oversee the medical aspects of treatment. Therefore, all OTP’S must

have a designated medical director.
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B. Cot~tin[(014.~Q[(a[ihIn lpro\l(’nlerlt

Proposed $8. 12(c) requires that OTP’S have a qutiiity tissurance plan and pursue continuous

quality improvement activities. Importantly, treatment programs must continuously assess patient

outcomes. Consistent with the findings from the GAO report, programs will be required to :issess

and improve the quality of the treatment they provide. In addition, as discussed elsewhere in this

document, considerable advancements have been made in the field of methadone treatment outcome

assessment. (See section 11.C. of this document, discussion of MTQAS. ) Examples of possible

outcomes include: Reducing or eliminating illicit drug use, reducing or eliminating associated

criminal activities, reducing behaviors contributing to the spread of infectious diseases, and

improving quality of life by restoration of physictil and mentti] health status.

The Secretary also proposes, under $8. 12(c)(2), that treatment programs include a “Diversion

Control Plan” as part of the quality assurance plan. As noted elsewhere in this proposal, the IOM

devoted an entire chapter to the issue of the diversion of treatment medications, an issue thut

remains a serious concern. While existing regulations require programs to monitor patients with

drug abuse tests, and to include contingencies for positive results, the Secretary believes that

program specific diversion control plans will help to reduce the scope and significance of diversion.

Such plans would describe, among other things, a comprehensive diversion monitoring program

that assigns specific responsibility to medictil and administrative staff for carrying out diversion

control measures and functions.

C. Stajf Credentials

Proposed $ 8.12(d) requires that physicians, nurses, addiction counselors, and other licensed

professionals have sufficient education, training, and experience to enable the person to perform

assigned functions. While the standard does not require that treatment programs retain on staff

individuals credentialed in the addiction treatment field, the Secretary notes the existence of such

specialties and encourages treatment programs to maintain or employ sufficient expertise in the

field of addiction treatment to ensure quality treatment. In addition, licensed professional care
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D, Patit’))t Admissiotl Criteria

The proposal retains most of the criteria from the existing regul:ition for admitting patients

to maintenance and detoxification treatment, Under these criteria, patients eligible for admission

to detoxification treatment (the IOM used the term ‘‘Medically Supervised Withdrtiwal” ) must

be physiologically dependent upon opioids. In addition, qualified personnel must use ticcepted

medical criteria, including those listed in the Diagno.~[i( und Statistical kfun[{ulji]r Mt’tlrul

Di’sordt’rs ( DSM-lV), to determine that putients eligible for maintenance treatment are currently

addicted to ~n opioid drug and became addicted at le:ist 1 }ear before admission to tre:itment,

The regulation retains exceptions for pregnant ptitients, patients rele:ised from penal institutions.

and previou~ly treated patients.

The current criteria require a 7 dti~ waiting period between each detoxification tretitmerrt

admission. The rationtile for this requirement seems to have been a concern that overltipping

detoxifictition tidmissions could lead to dejiict(j maintenance treatment, albeit without the

comprehensive treatment requirements associated with maintenance treatment. The Secretary has

now tentatively concluded thut 7 days is more time than is needed for this purpose, and may

unnecessarily expose addicts to increased risks from HIV and other infectious diseases. The

Secretary seeks comments on a shorter period, perhaps 2 days, as a waiting period between

detoxification admissions.

E. Required Services

Under proposed $8, 12(f), OTP’S must provide adequate medical, counseling, vocational,

educational, and assessment services to patients enrolled in the OTP. These services were identified

in the IOM report and elsewhere as essential standards of adequate treatment. The proposal retains

the provision that these services must be available at the primary facility, unless the program
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~ponsor has entered

the proposal retains

into a formal agreement with an[lthel- cntit} t~~pro~ idc Ihew wnice~. Furthci.

the requirement for the development and periodic e~alua[ion of ii treatment

plan for each patient that reflects an assessment of the patients’ current needs.

F. Recordk(’eping and P(Itient Coflfid(’t)tiulit>

Under proposed $8. 12(g), OTP’S must maintain u ptitient record system th:it is adequate to

document tind monitor patient care and outcomes, and cotnply with relevant Federal and State

requirements. In addition, OTP’S are required to keep patient records confidential in accordance

with applicable Federal and State requirements,

Although difficult to quantify, there h~ve been cases of patients enrolling in more than one

treatment program, The Secretary. therefore is retainin~ the requirement that

determine that patients upon admission w-e not enrolled in any other OTP.

G. Medic([tion A(lrtlirli.stt”(itiotl,Di.~p(’n.~i~l<q,([}Id[ls~’

treatment programs

The proposal retairls requirements from the existing regulations that tretitment medications

are dispensed by practitioners licensed under all applicable Federal and State laws to dispense

such medications. In addition, the propostil retaims initial and first dtiy dose requirements for

methtidone which are consistent with the 10M recommendations.

Proposed \ 8, 12(h)(2) includes the requirement that only medications approved by FDA for

the treatment of opioid dependence or addiction shall be available for use by OTP’S in treating

these conditions. Currently, methadone and LAAIM are listed in this section. If FDA approves

a new opioid medication for the treatment of opioid dependence, the Secretary would amend this

regulation to address the new medication. This section is not intended to preclude the use of other

types of medications in treating the patient for medical conditions other than opioid addiction.

Similarly, this section is not intended to preclude the use of ancillary, approved non-narcotic

medications for the treatment of the opioid addiction to improve the effectiveness of the addiction

treatment.
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Moreover, approved medicu[ions must be uwd in ;iccordance urith current. Fill-:ipprovcd

labeling, Deviations from the upproved labeling mu~t be approved by the progr:im ph}sician and

justified in the patient’s medical records,

The proposed regulations do not include the specific requirements set forth in the existing

regulations at $ 2!91.505(k)( 1) for the use of LAA.M, These requirements include provisions on

initial dosing with LA AM, LAAM dosage form, distinguishing LAAM and methadone dosage

forms, and prohibiting the unsupervised (take-home) use of LAAM. In addition, the regulations

prohibit the use of LAAM in patients under 18 years of age and require initial and periodic

pregnancy testing for the drug to be administered to patients of childbearing potential.

The Secretary is proposing to withdraw these LAAM specific requirements from the Feder:ii

opioid tre:itment standards, to :illow more room for clinic;il judgment, Some of these ch:inges reflect

the experience gained from over -1-years experience with the use of LAAM in OTP’S. Requirements

relating to the unsupervised use of L.AA\! are discussed M follows.

The Secretary notes that there Ire new medications under development for the tretitment of

opioid addiction. While still under investigation and review, it is conceiv:ible that these new

medications will present safety and effectiveness profiles that differ from the existing approved

treatment medications, methadone and LAAM. A new medication. for example, could rely on we:ik

or partial agonist properties or on mixed o,gonist-ant~gonist properties, with pharmacokinetic and

pharmacodynamic properties that would minimize the risk of deliberate abuse through injection

and, in turn, would minimize the overall risk of diversion. As such, it may be appropriate to tailor

the Federal opioid treatment standards to the specific characteristics of these future medications.

H. Unstiper]’iscfi Use

The existing regulations establish a complex scheme to address the unsupervised use of

methadone, including extensive “time in treatment requirements. ” The program physician’s

rationale for prescribing take-home doses must be documented in the patient’s medical records

and must reflect eight subjective criteria (’ ‘take-home criteria”) specified in the regulations
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in handling the opioid drugs,
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d)(6) (i\)~B )(S)), t~len~ure (11:1[the p:itienr ~~ill be r~\pot~~lhi’”

Many Iuive criticized the emphasis and extent of these requiretnents. noting thut metlmione

patients are already subject to extraordinary degrees of monitoring (Ref. 30), The regulations

governing the use of take-home medications in OTP’S w-e among the requirements that have been

in existence since I972.

As noted in the 1995 10M report, problems associated with diverted methadone have been

reduced substantially from the 1970’s. The IOM, for example, examined 1992 Drug LTse

Forecasting (DUF) datti on arrests tind found th~[ the recent use of methadone among those arre~ted

is low relative to other drugs included in the DCF (i:itiib;ise. The IOM noted that ‘“[\llile some

street meth:idone is abused, it constitutes :i relati~e]y ~nmll part of the drug tibuse problem generall!

* * * [and] instances of primtiry addiction are few’” (Ref. 31 ). The 10M concluded that mo~t

of the diversion associated with methadone is from ptitients’ take-home supplies, howe~’er, “the

amount of methtidme diverted to the street. b} whtitever means, is relatively small. ” The ION4

tilso found a dearth of information on the degree to which methadone is implicated in drug-related

crimes and on the amount of police effort de~oted to the prevention of its diversion and, therefore,

concluded thtit “diverted methadone plays u smull pu-t in the overall drug-crime problem and

receives a low priority in law enforcement efforts. ”

The IOM also examined the extent to which diverted methadone contributes to death and

morbidity, and the extent to which proceeds from the sale of diverted methadone are used to

purchase other illicit drugs, No strong evidence sutiaced to demonstrate that methadone

significant role in drug-related deaths or emergency hospital care, or that proceeds from

of diverted methadone are used to any notable extent in the purchase of illicit drugs.

plays a

the sale

DEA, on the other hand, published a “Methadone Diversion” (Ref. 32) report in April 1995

citing cases of armed robbery and clandestine methadone laboratories and found that, indeed,

methadone is diverted and abused. In addressing some of the IOM recommendations, DEA stated
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that ‘L[tJo reltix controls in cleurly identified arexs w+ich contribute to (IIC

not enhance tretitment. but instead would further erode public confidence

traffic and abuse of methadone. ”

illicit trafficking ifould

n treatment and expand

Httving considered both sides of the issue, the Secretary is proposing sevmd options for

determining whether OTP’S comply with standards respecting the qwmtities of opioid drugs which

may be provided to patients for unsupervised use. The Secretary is specifically requesting comment

on these approaches, as well as the optimal combination of regulatory requirements, accreditation

elements, and oversight procedures to reduce the risks of diversion.

The options set forth as follows reflect two important factors. First. the Secretary has

tentatively concluded that certain of the restrictions in the exi$ting regulations are too restrictive.

especitilly when they me applied to those ptitients who have been in treatment for extended periods

tind have demonstrated responsibility in handling opioid drugs. Such a ptitient, for example, could

gretitly benefit from h~ving occess to take-home supplies beyond 6 days an amount which under

the current regultitions would require the granting of a special exemption by FDA. The options,

then, reflect greater flexibility for providing take home supplies to certiiin long-term patients.

Second, as noted previously, the cument regulations prohibit the dispensing of LAAM for

unsupervised use. This prohibition reflected the lack of experience with LAAM at the time of

its approval in 1993, coupled with concerns about LAAM’s lengthy induction properties. LAAM

has now been available to treatment programs for several years, and the number of programs

authorized to use LAAM has grown considerably. In addition, FDA and SAMHSA have received

numerous inquiries expressing concern about the prohibition on the unsupervised use of LAAM,

particularly with respect to those who need to travel and must abruptly switch to methadone. Such

switching can be disruptive to patients stabilized on LAAM. Accordingly, the Secretary, has

tentatively decided to remove the prohibition on the unsupervised use of LAAM.
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Options 2.3, and 4, would allo;v unsupervlwd use of an) approted opioid tre:itment

medication. The Secrettiry, however, is specifictilly requesting comments, including data from the

treatment field, that bear on the issue of whether to allow ttike-borne use of LAAM.

1. Option I—Retain Current System

Under the first option, the Secretary would rettiin the current regultitory scheme prohibiting

the unsupervised use of LAAIM. For methadone, the time-in-treatment requirements, maximum (6-

day supply), probation, exemptions, and criteria for determining responsibility, all remain m opioid

treatment regulatory requirements. As in the current regulations, the program physician would be

required to consider the following “take-home criteria” in determining whether a patient is

responsible in handling opioid drugs:

1. Absence of recent tibuse of drugs (opioid or non-narcotic), including alcohol;

2. Regularity of clinic attendimce:

3. Absence of serious behavioral problems at the clinic:

4. Absence of known recent crimimd uctivity, e.g., drug dealing;

5, Stability of the patient’s home environment und social relationships:

6. Length of time in comprehensive maintenance treatment:

7, Assurance that take-home medication can be safely stored within the patient’s home; and

8. Whether the rehabilit~tive benefit to the patient derived from decreasing the frequency of

clinic attendance outweighs the potential risks of diversion ($ 291 ,505( d)(6) (iv)(B)).

Accreditation bodies would have elements designed to ensure that treatment program quality

assurance pians include sentinel events and followup actions to assure that patients are not misusing

medications provided for unsupervised use. SAMHSA would determine program-wide and

individual patient exemptions for take-home use beyond a 6-day supply.

2. Option 2—Follow the IOM’S Recommendation

The second option tracks the IOM’S recommendation. This option would retain the regulatory

requirement that the medical director shall be responsible for determining whether a patient can
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responsible handle opioid treutment drugs for unsuper~iw(i uw. in ddition. all dc-cision$ on take-

home medictitions would be documented in the ptitient’s medic:il chart. The basis for the medical

director’s clinical judgment must be, tit a minimum, the eight criteria listed currently in

$291 .505( d)(6) (iv)(B). These criteria would be a required part of the accreditation elements tflat

will be assessed periodically by accreditation bodies and would be included in the determination

of whether to accredit the treatment program.

The Federal opioid treatment standards would include the following restrictions on the use

of controlled opioid medications for unsupervised use:

1. For the first month of treatment, the maximum take-home supply is limited to a single

dose each week find the patient shall ingest all other doses under appropriate ~uper~ision.

2, In the second month of treatment, the maximum take-home supply is two doses after each

supervised ingestion.

3. in the third month of treatment, the ptitient should have ingestion observed tit letist twice

J week, with take-home permitted for other doses.

4. In the remaining months of the first year, the maximum take-home supply of methadone

is three doses after each supervised ingestion.

5. After 1 year, a seiected patient would become eligible for less intensive supervision of

medical ingestion and may be given up to a 31 -day supply of take-home medication and monthly

visits. Another variation on this option would have patients receiving up to a 14 day take-home

supply after 1 year, and up to a 31 -day supply after 2 years. In addition, patients could be subject

to monthly drug abuse tests. Under this option, SAMHSA would still consider individual, but not

program-wide, exemptions for travel, medical, or other “hardships.”

The Secretary has tentatively concluded that Option 2 contains the optimal level of control

and has therefore included this option in $8.12 of the proposed rule.
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3. Option 3—Mtiximum Amount ,4pproach

Under the third option, the regulations would set a maximum amount, 1.5 grtinls of methadone

or (),8 grams of LAAM, per 2-week period. In addition, treatment progroms would be required

to maintain adequate records on the dispensing of opioid,s for unsupervised use to demonstrate

compliance with conditions of accreditation. The existing regulatory criteria would become

accreditation elements.

4. Option 4—Retain Existing Requirements, Subject to Continuous Review by Accreditation Bodies

The fourth and final option would retain the regulatory requirement that the medical director,

or a designated program physician, is responsible for determining that a patient can responsibly

handle medication for unsupervised use. All decisions on take-home medications would be

documented in the patients’ medical chart. using a standardized format. The basis for the medical

director’s clinical judgment must follow, at a minimum. the types of criteria listed in

\ 29 1.505(b)(3)(i)(D). The criteria and the methodology by which they are applied must be included

in the accredittition elements. must be assessed periodically by accrediting bodies, and must be

part of the determination of whether to accredit the program. The methodology shall include the

OTP’S quality assurance plan for regular review of all take-home decisions (initial authorization,

renewals, and revocations).

At least one existing accreditation body has accreditation standards that address take-home

privileges. COA’S Methadone Maintenance Service Standard requires that take-home privileges are

earned by the individual and are part of each individual’s service plan. A team consisting of the

patients’s counselor, medical and other appropriate personnel, the patient, and whenever possible,

his/her family are involved in deciding whether the patient is ready to receive take-home privileges.

Factors that support initiation of take-home privileges include: Length of time in treatment,

attainment of clinical stability, progress in rehabilitation, medical necessity, behavioral factors, and

emergency circumstances. In addition, the standard includes protocols for deciding when take-home

medication is contraindicated, including: Signs or symptoms of withdrawal, continued illicit drug
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use, the absence of laboratory e;ridence of methadone in to~ic(>logj’ i:inlplc~, po[cnti; i]~’oi]l]~li~-;ttlo[)~”

from concurrent disorders, ongoing crimintil behtivior, and :m unstable home environment.

Moreover, under C0,4’S standards, toxicology rests ~re to be scheduled regularly to ensure

that the patient is cotlsuming the methadone provided tind remains free of illicit substance use.

and other such measures to help avoid diversion must be implemented. Importantly etich patient’s

case or record is reviewed by a physician at least every 9(1days, or more frequently if clinically

indicated. and the team periodically reviews the benefits and drawbacks of continuing take-home

privileges,

The proposal retains st~nd~rds for interim main[en:mce treatment. Conceptutil]y, in~erim

maintenance treatment allows authorized programs with documented u-eatment waiting lists to

provide methadone treutment to eligible patients without some of the services required under the

regulations. Interim maintenance tretitment was mandfited by the .ADANIHA Reorganization Act,

With respect to the issue of unsupervised use of opioid treatment medications, the proposal

retuins the prohibition on unsupervised use for patients in short-term detoxifictition treatment and

interim maintenance treatment. Under the existing regulations, patients in long-term detoxifictition

treatment are permitted one unsupervised dose of methtidone per week. The Secretary is proposing

to allow the unsupervised use of treatment medications with responsible patients in long-term

detoxification treatment because long-term detoxification patients who meet the time in treatment

requirements set forth for patients in maintenance treatment should be also eligible to be considered

for unsupervised use of treatment medications. This proposed change is consistent with other

changes in this notice (e.g., consolidated application forms) that will make the regulations less

complicated.
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The Secretary’s legal tiuthority under sec
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ion 303(:) of the C’SA to issue tretitment standards,

including standards regarding the quantities of opioid drugs that may be dispensed for unsupervised

use, is well established. (See generally section 11.Aof this document. See also 42 U.S.C. 257u. )

In addition, the Secretary has specific authority, through the Administrator of SAMHSA, to

coordinate Federal policy with respect to the provision of treatment services for substance abuse

using medications such as methadone (21 U.S. C, 290aa(d)(7)). The Secretary is also authorized

to establish conditions for allowing interim treatment of opioid addiction. (See section 1976 of

the PHS Act, 42 U.S.C, 300y–1 1,)

Part and parcel with the Secretary’s general authority to establish treatment standards, and

to ensure that those standards will be met, is the authority to delegate to qualified third parties

a role in helping to ensure compliance with the Secretary’s standards. The Secretary has retained

full responsibility for all final determinations, including all standard setting determinations, as well

as the authority to reject the recommendtitions of an accreditation body, to independently inspect

treatment programs, and to perform her own independent certifications. The proposal also includes

ample measures to ensure the impartiality of the accreditation body decision makers, Under these

circumstances, the Secretary believes that her reliance on accreditation bodies, as outlined in the

proposal, is fully consistent with the law as it pertains to subdelegation of agency responsibilities

to third parties. See, e.g., Fleming v. Mohawk Wrecking and Lumber Co., 331 U.S. 111 (1947);

Tuber v. Joint Board for Enrollment of Actuaries, 566 F.2d 705, 708 n.5 (D.C. Cir. 1977); Nationul

Association of Psychiatric Treatment v. Mendez, 857 F. Supp. 85,91 (D,D,C. 1994); Hall v.

Marshall, 476 F. Supp. 262,272 (E.D. Pa. 1979), aff’d 622 F.2d 578 (3d Cir. 1980).

VI. Proposed Implementation Plan

There are approximately 900 OTP’S (currently referred to as narcotic treatment programs or

‘‘NTPs” ) approved under the existing regulatory system. The Secretary intends to move entireiy

to the accreditation-based system as soon as practicable, albeit with certain accommodation to allow
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treatment programs sutYicient time to ob[ain accreditation :~nd,[here: it’ter. uertific:ltion under n~>i~

42 CFR part $!.

The Secretary is proposing that the effective date of the rule. once finalized, will be 6(1d:i~s

tifter publication of the find rule in the Federal Register. However, fis discu.wed in section III, B

of this document, the rule will allow for transitional certification for programs that were approved

under part 291 as of the effective date of this regulation. In addition, SA,MHSA will apply the

provisional certification provisions under proposed $8.11 (e) to al]ow new programs to begin to

operate while completing accreditation.

These provisions will allow a sufficient amount of tirme for accreditation bodies to apply for

and obtain SAMHSA approval and, in turn, to begin conducting accredit: ition wve>i. lmport:mt]>.

SA.MHSA has initiated a project to gain experience with the accreditation model. Under the project

(Ref. 33), SAMHSA will fund the accreditation of a large cohort of OTP’S. Therefore, ti substanti:tl

subset of the universe of approved programs ~~rillhave experience with accreditation and perhaps

be eligible for certifictition on an expedited b:isis.

VII. Environmental Impact
3.(--)

The Secretw-y has determined under 21 C’FR 25.- and (a)(l 1) that this action is of

a type that does not individutilly or cumulatively have a significtint effect on the human

environment. Therefore, neither an environmental assessment nor an environmental impact

statement is required,

VIII. Analysis of Impacts

A. Introduction

This section briefly describes the current estimates of accreditation costs likely to accrue to

OTP’S as a result of this proposed rule.

The Secretary has examined the impact of this proposed rule under Executive Order 12866,

under the Regulatory Flexibility Act (Pub. L. 96-354), under the Small Business Regulatory
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Enforcement Fuirness Act (Pub. L, lo-l–l 2 I ), and under the (.unfunded ~landatt> Refornl ,ICT (.PUh

L, 10+4). Executive Order 12866 directs agencies tt~ assess all costs and benefits of a~ailable

regulatory altet-ntitives and, when regultition is necessary, to select regulatory approaches that

mu. xirnizenet benefits (including potential economic, environmental. public health find safety, and

other advantages, distributive impacts, :ind equity). The Regulatory Flexibility Act requires figencie~

to tinalyze regulatory options that would minimize any significant impact of a rule on a substantial

number of small entities. The Small Business Regul~tory Enforcement Fairness .4ct extends the

Regulatory Flexibility Act by making such analyses subject to more detailed reviews. The Unfunded

.Mandates Reform Act requires that agencies prepare an assessment of anticipated costs and benefit>

before proposing any expenditure by State, local, :md tribiil governtnents, in the aggre::lte. or by

the private sector, of S I(Xlmillion (udjusted annutilly for inflation). A .summarj’ of the appropri:itc

anidyses follows.

Federal. State. local, and private sponsors spend billions of dollars etch year for substfince

abuse treatment programs (Ref. 34), of which opioid maintenance has been an important option

since the ew-ly 1970’s. OTP’S have been subjected to regulations administered by FDA for more

than 25 years. These regulations reflect the view that becuuse such treatment programs dispense

treatment drugs with abuse potentiui to drug tibusers. they pose risks to communities from potential

abuse and/or diversion of the supplied therapeutic dmg (Ref. 3S). In addition, DEA requires annual

registration of OTP’S, and enforces regulations relating to security and control of the controlled

drug products (Ref. 36).

The motivation for providing opioid maintenance is rmely based on economic criteria. One

study indicated that treatment expenditures may be offset by decreased direct costs of incarceration

and legal supervision (Ref. 37). Another study suggested that continued methadone treatment for

recovering opioid addiction resulted in significant reductions in criminal activity (Ref. 38). Reduced

health care costs have also been identified as a benefit of continued treatment, particularly as
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treatment procedures have been revised to reduce [he }pre:id t)f f-{lV in fecrion through needles

(Ref. 39). Continued treatment has also been shown to lead to increased earnings by al]otving

patients to maintain regular employment (Ref. 4(1) and fl~miiy and personal relationships and to

decrease mortality (Ref. 4 1). A recent study hus estimated thtit the value of avoiding rnorbiditj

associated with drug u,se could be as high as $160.000 per case (Ref. 42). But studies show thtit

these benefits are obtainable only if patients continue to take active roles in their treatments.

As discussed in section II,B of this document, compliance with current regulations is assured

through process oriented inspections conducted by either FDA or State

focused on other core priorities, the annual number of OTP inspections

inspectors. As FDA has

by FD,4 has declined.

Meanwhile, as summarized in section 11.C of this document, several groups h:ive que~tioned [he

emphasis of the current regulations. This proposal is designed to improve the quality of cure by

shifting oversight of OTP’S from a system based on process compliance to an :iccreditation- based

system refocused on the needs of patients,

There has long been controversy centered around the appropriate measures to use in assessing

outcomes from drug abuse treatment programs (Ref. 43), although substantiid progress htis

made in outcome assessment over the lost 20 years. One of the important areas of progress

this research has been to shift the focus of treatment outcome assessment from implicitly

been

from

conceptualizing drug addiction as an acute illness from which the patient either recovers (i.e.,

remains abstinent) or does not (everything else) to one that is chronic and relapsing. This shift

in recognition has resulted in a change in expectations for the outcomes of any one treatment

episode where reduced consumption, longer abstention periods, reduced psychiatric symptoms,

improved health, maintaining employment, fewer legal problems, and improved family relations

demonstrate treatment efficacy. The strategy for measuring success is similar to that used with

other chronic disorders such as asthma, arthritis, diabetes to heart disease, hypertension, and other

psychiatric disorders. This strategy for assessing outcomes has been adopted by the FDA for

measuring pharmaceutical efficacy (Ref. 44).
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This change in the way drug addiction Mld abuw ii \ ie~ved I1:ls!cd [() the dcielop[~lcn[ f~t

improved outcome metisures. One of the most ticcepted world-wide me~~sures is [he Addiction

Severity Index (ASI) (Refs. -$5and 46), The ASI measures changes in [he se~erit) of problem

tireas that are commonly affected by uddiction. These areas are: Drug use. alcohol use, medical,

legid, employment, family/social, and psychiatric. Numerous studies using the ASI have shown

that involvement with opioid treatment is as,socia[ed with significant improvement in drug use tis

well as one or more of these areas. Particularly notable have been reductions in criminal behavior

associated with participation in methadone treatment (Refs. 47, 48, and 49).

Gains in ASI are almost idways of u magnitude that is equal to or greater than that seen

in tretitments for other chronic relapsing disorders (Ref. 50). For example. \tudies of methadone

maintenance programs routinely \how’ reductions of 8(1percent or more in heroin u,je ufter se\eral

months \vith even greater reductions for ptitients who remain in treatment for more than 1 year

(Refs. 51.52, and 53). More recently, \tudies have

infection is significantly reduced b} opioid ~gonis[

of drug use (Refs. 54, 55, and 56). These proposed

consistently shown that the risk for HIV

therapy, even in the ubsence of total cessation

regulations are designed to improve the

therapeutic impact of treatment programs by assuring adequate quality of care, including adequate

doses of medication to have optimtil therapeutic effects.

C. Buselim’ Dt’scription of the Industry

FDA has approved 869 methadone treatment programs as of early 1997, including 209

programs also approved for LAAM treatment (Ref. 57). This total encompasses only outpatient

maintenance programs and does not include almost 300 inpatient hospital detoxification units. This

total likely overstates the actual universe of OTP’S because FDA considers individual dispensing

sites as separate treatment programs for inspectional purposes, although sites may be affiliated

with other organizations. Another estimate of active programs includes 668 reports of active

methadone service from SAMHSA’s 1996 Uniform Facility Data Set (UFDS) (Ref. 58), although

the definition of “treatment unit” was left up to the discretion of the responding states (Ref. 59).
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This estimate may underst~te the universe ofappro~;ed tr~:ltnlent progranls hecal]se not :il] >t:itc;

responded to the annutil survey. For this assessment, [he Secretary has assumed W() actile OTP’\

us the universe of affected programs,

Dtita from SAMHSA’S UFDS Data Set (Ref. 60) can be used to estimate the number of

patients in treatment. The 1996 Dtita Set includes u I-day census of patients in treatment. by t}pe

of care and jurisdiction. According to the most recent report, there were 940,131 putients in

substance abuse treatment facilities (private and public funded) on October 1, 1996. The 1996

report indicates that 13.2 percent or 124,098 of these patients were receiving narcotic substances

(resumed to be methadone or LAAM), For the purposes of this analysis, the Secretary estimates

the total census of patients in opioid treatment to be approximute]y 125,(N0.

Data from SAMHSA indicate that some OTP’S ma) be providing treatment to over 2.(lX5

patients, but most progran~s have very small patient b:ises (Ref. 6 1). Approximately 20 percent

of dl programs treat 50 or fewer ptitients (Ref. 62). and 10 percent treat 10 or fewer patients.

The median OTP had a patient census of 125 patients, but the mean program size was much

larger. Two studies thtit included methtidone program cost parameters indicate a weighted tiverage

of 250 patients per OTP (Refs. 63 imd 64). For this assessment, the Secretary has assumed a

typical OTP can treat 140 ptitients, for a totul industry census of 125,000 patients.

Current cost estimates of providing annutil treatment htive ranged from approximately $2,5(N

(Ref. 65) to $4,000 (Ref. 66). The lower cost estimate did not account for all fixed and variable

costs associated with operating a treatment facility (e.g., rent and equipment maintenance and

operating costs were not adequately accounted). For this assessment, the Secretary has estimated

that it costs approximately $4,000 per year to treat one patient.

D. Costs of the Current Regulations

For purposes of this analysis, the Secretary estimates the costs of enforcing the current

regulations to average approximately $3.3 million per year. These costs include inspections, support,

review of applications, and all overhead. In addition, OTP’S found to be violative must improve
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performance in order to continue operations. “rypicall>, many in~pectioni rc~ult in obserlablc

violations based on a f~ilure to fully document or record activities. The Secretary has estimated

that a typical facility must improve patient recordkeeping as a result of an inspection at a cost

of $4,70 per patient per year (or almost $660 per OTP per year ($4.70 x 140)). This cost is

estimated by assuming that 10 minutes of nurse/technician time will be required to enter and check

records for each patient per year. The total average compensation for a nurse/technician in the

health services sector totaled $28.07 per hour in 1996 (Ref. 67). The estimated annual cost for

programs to meet requirements of current inspections and correct violations equals $(1.59 million.

The Secretary seeks comments and information to further assess or estimate the costs for programs

to meet the

regulations

of which is

requirements of the current regulations. The totfi] annual cost of continuing (he current

(in the absence of these proposed regulations) is estimated to equal $3.9 million. mo~r

fidministrutive costs of maintaining a regultitory system.

E, Cosrs of tilt’ Proposed Re<~[~lutio/)

The proposed rule will generate regultitory costs to OTP’S in two genertil areiis. These areas

are: ( 1j The direct costs of becoming accredited through a survey of practices and procedures,

and (2) the more indirect costs of improving procedures, if necessary, to meet the quality level

required to achieve and maintain accreditation, including resurvey costs. The Secretary has

developed preliminary estimates of these cost elements in terms of costs per annual client. Thus,

if an OTP must initiate an activity to become accredited, the costs include maintaining that activity

at an acceptable level of quality.

In addition, SAMHSA will incur costs to provide oversight of accreditation bodies, review

and approve applications from prospective programs, and conduct “for-cause” inspections. The

Secretary has assumed that DEA will not incur any change in enforcement costs due to these

proposed regulations.

Costs are estimated as average annual costs. A 7-percent discount rate is used to estimate

the present value of future expenditures and to amortize one-time costs. A 3-year evaluation period



(the length of the expected ;iccreditat

with compliance.

F. Accrt’dit~itiotl of Opioid Trc’u(rnctlt Prt)<~rtivls

The process of professional accreditation includes externti] peer review of practices in order

to assure an acceptable level of quality. ~Mostaccrediting organizations htive criteria of whut clinical

procedures assure a minimum level of quality of care. Usually, a team consisting of various

professional specialties will spend several days at a candidate Facility during an accrediting survey.

The team will examine records and observe practices that determine the facility’s level of qualit}.

After receiving accreditation, a facility must show th~itquality remains at an acceptable level b)

maintaining proper procedures. Recently, the JCAHO announced that it would de~’elop specific

performance outcome measures as accreditation criteria.

The costs of opertiting an accreditation program are estimated from duta provided by three

national accreditation bodies: JCAHO, C’ARF, and COA. Currently, most OTP’S are not required

to be routinely accredited by any national accreditation body. However. all three bodies hfive some

experience accrediting OTP’S. Approximately 36 hospital-affiliated OTP’S are currently accredited

by the JCAHO, and CARF has accredited some OTP’S and is currently developing a specific

accredirdtion manual. C.OA has drafted standards for OTP services that incorporate many of the

requirements of the proposed regulation.

JCAHO would charge a mental health facility with size and operating characteristics similar

to an average OTP a base of $5,655 plus $0.23 per outpatient-visit (Ref. 68). JCAHO’s definition

of an outpatient visit may not strictly apply to opioid treatment because patients are typically treated

as many as six times a week. For the purposes of this analysis, the Secretary has applied the

$0.23 per outpatient-visit charge on a weekly basis. The estimated accreditation survey charge

for JCAHO accreditation is the base charge plus $1,674 (140 patients times $0.23 times 52 weeks),

or approximately $7,300.
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Discussions with CiARF have indicated that a f:wiiity seeklnS accreditation} ~vould pay an

application fee of $3(K), purchase a survey manutil for $100, and pay $9S0 per surveyor per daj

to conduct an accreditation survey. CARF expected a facility survey to require 2 days on-site,

and while they estimated two-person teams, three-person teams may be likely. Thus, a CARF

accreditation survey for an OTP seeking accreditation is estimated to cost approximately $5,100,

including travel costs.

COA presented data that showed an average charge of about $5,500, but added an additional

$1,500 for travel expenses of the accreditation sumey team. In addition to the direct accreditation

costs, the survey team for COA incurs opportunity costs based on the time necessary to complete

a survey. Discussions with COA show that typically a survey team consists of three unpaid person~

from previously accredited facilities. While JCAHO and CARF indicated that the ltibor costs for

a survey team were included in the charges, CO,A did not. For the purpose of estimating the

opportunity costs of these survey members, the Secretary has estimated that a typical survey team

will consist of an administrator or program director, and a nurse or counselor or social worker.

A typical survey is expected to take 2 days to complete. The Bureau of Labor Statistics collects

average wage rates by occupation (Ref. 69). In 1996 (the latest year for which these data are

published), the average hourly compensation, of a nurse or technologist was $28.07, while an

administrator or clinic director had total hourly compensation of approximately $33.29. Thus, the

opportunity cost of the survey team for conducting an accreditation survey adds almost $1,000

for a total estimated survey cost of $8,000.

For the purposes of this analysis, the Secretary estimates the direct cost of conducting an

accreditation survey as the average of these three programs, or $6,800 per treatment program.

Asst. qninga 3-year accreditation cycle, and a 7-percent discount rate, the average annual cost to

a treatment facility of conducting accreditation surveys will equal approximately $2,600. Overall,

the total average annual accreditation costs for all affected programs are likely to equal $2.3 million.
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G. Compliance and Quality Assurancr f{v Opioid Trea[vtent Progrums

According to COA, approximately 30 percent of the nonvoluntary accreditation inspections

result in some remedial action. CARF has reported an approximate 25 percent less-than-full

accreditation rate for facilities that have been required to seek accreditation. The Secretary expects

a 25 percent less-than-full accreditation rate for the first cycle of accreditation. Subsequent

accreditation cycles should have significantly lower rates of less-than-full accreditation as programs

adjust to the accreditation process.

While it is possible that increased Federal inspection and enforcement activity (in the absence

of this rule) could result in fewer violative programs, the Secretary believes the requirement of

accreditation will provide a greater impetus for program-by-program improvements. Shorter

accreditation cycles are believed to minimize the opportunity for programs to become noncompliant.

In tiddition, managed health-care payers for psychiatric care often require program accreditation

for reimbursement (Ref. 70) and this trend is expected to continue for opioid ueatment.

The costs of remediation were estimated from vm-iable program cost data developed for

SAMHSA from nine OTP’S (Ref. 71). This study presented annual operating costs per patient

to maintain what is presumed to be an acceptable level of quality. The consultants collected

accounting costs for 14 specific parameters that contribute to overall program quality such as initial

assessment, medical examination, case management, etc. While the Secretary does not have data

to show that these 14 parameters are inclusive, a weighted average of the costs for the variable

cost parameters (for both methadone and LAAM patients) resulted in an average cost per activity

of approximately $150 per parameter per patient.

Kemedial action to achieve accreditation could require implementation of a service that is

currently not available, or it could require only marginal improvements to the level of an ongoing

activity. For example, an OTP that did not offer acquired immune deficiency syndrome (AIDS)

counseling would be required to start doing so, while a different OTP may be required to improve

the quality of such counseling.
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At this time, the Secretary does not have dtitfi to indicate the minimum le~’el of compliance

that would currently allow an OTP to remain in operation. The Secretary has assumed thtit the

complete absence of any one quality enhancing activity would result in a loss of accreditation.

Therefore, the 25 percent of facilities that are expected to require remediation from the initial

cycle of accreditation surveys are likely to be distributed between two extremes.

The most costly compliance activities would be for OTP’S that currently do not offer one

of the identified services. In order to continue operations, these facilities would be required to

offer these services, and incur costs of $150 per patient or $21,000,

The other extreme would be OTP’S that must increase resources to one activity (e.g., impro~re

recordkeeping). This may require increased costs of only $0.67 per patient (based on dividing

$150 by 25 percent of the affected programs).

The average cost for a typical less-than-fully accredited OTP to come into compliance during

this initial inspection is estimated as the average of these amounts, or approximately $75 per patient

or $10,500 per noncompliant program. Having assumed that 25 percent of all OTP’S (or 225

programs) would require improvements in the first accreditation cycle, the total costs to the industry

are estimated to be $2.4 million.

These costs are estimated based on costs per patient per year, and are thus annual operating

costs of ongoing quality assurance activities as well as implementation costs. As such, they also

incorporate the cost of maintaining acceptable quality levels between accreditation cycles. These

cost estimates take into account typical quality assurance programs that include development of

quality assurance manuals and periodic meetings by a quality assurance staff through the evaluation

period. Each OTP is likely to invest in a quality assurance program that will contain elements

of authority, purpose, organization, scope, responsibility, implementation, and evaluation (Ref. 72).

Future accreditation surveys may identify OTP’S that do not receive full accreditation, but the

noncompliant rate is expected to be low. By maintaining current expenditures and quality assurance

progr,ws as estimated in this section, no additional costs are attributable to this regulation.
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.4 resurvey would be required for each OTP needing remedid action. Direct co~ts for

resurveying tare part of the original survey, but indirect costs must be accounted for, M measured

by the opportunity costs of the survey team, This would likely be travel costs ($ 1,500) and

opportunity cost of the survey team ($1,()(X)) for a total of approxirmtely $2,500 for a resurvey.

With an estimated 225 resurveys, the total industry cost would equal $0.6 million. This one-time

cost, when amortized for 3 years at 7-percent discount rate to account for an accreditation cycle,

results in an average annual cost for the industry of $0.2 million.

H. Annuul Costs to Opioid Treatment Programs of the Propospd Regulation

Total costs of this proposed regulation include over:ige annual direct accreditation survey costs

of approximately $2.3 million. The average annual costs of both coming into compliance and

ensuring an acceptable level of quality is estimated to be $2.6 million. The total average annuul

costs to OTP’S for this proposed regulation is $4.9 million, which includes maintaining an improved

quality level. These annual costs equal tipproximately $5,400 per f~cility and $39 per patient, w

overall average increase of approximately 1.0 percent per patient. Costs are expected to vary by

facility and by patient population,

1. Costs to SAMHSA of the Proposed Regulation

The average estimated annual cost of administering an

regulation, based on SAMHSA estimates, is $3.4 million.

J. Total Net Costs of the Proposed Regulations

accreditation based system of

The total cost of these proposed regulations is the combination of the industry and the

government costs. The best estimate of the total average annual cost is $8.3 million. The annual

cost of FDA enforcement of the current regulation of OTP’S has been estimated to equal $3.9

million. The average annual net cost of this proposal equals the difference, or $4.4 million.
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Methadone maintenance (and by extension LAAM maintenance) has been identified as the

most successful known treatment in avoiding relapses in addiction. Depending on definitions,

approximately 80 percent of individuals seeking treatment for substance abuse (including aIcohoI),

from all such treatments (including all alternative treatments), have been reported to have returned

to substance use following treatment (Ref. 73). While individual opioid maintenance programs vary

in success rates, a study of six clinics showed that the continued use of dregs ranged from only

10 percent of patients in the most effective clinic to 56 percent in the least effective (Ref. 74).

Among other factors, the more effective clinics were characterized by treatment goals of ongoing

m~intenance, better staff-patient rel~tionships, and higher average medicfition doses (Ref. 75 ).

A study of relapse rates reported that overall methadone maintenance programs reported a

40-percent average relapse rate (Ref. 76), compared to an 80-percent relapse rate for all substance

abuse treatment. However, for patients still in treatment, the reported relapse rate was 31.7 percent,

while patients out of treatment reported a 65-percent relapse rate. But, those patients who had

completed a course of treatment of at least 24 months reported relapse rates one-third lower than

those in treatment for fewer than 6 months (50 percent to 71.8 percent) (Ref. 77). These findings

imply that continuing treatment and length of treatment decrease the probability of relapse.

The Secretary cannot with certainty predict the effect of these regulations on the expected

rate of relapse. However, the following example illustrates the range of potential benefits that might

be achieved if the average patient remains in treatment for 6 months longer than the current reported

average duration of treatment (14.7 months to 20.7 months). In this instance, the expected average

rate of relapses would decrease from 40 percent to 32.3 percent. This implies that the number

of annual relapses from therapy would be reduced by 12,320 patients. In 1993, there were more

than 13,000 drug related mortalities (Ref. 78), not all of which could be attributable to drugs

treatable by opioid maintenance. However, it is likely that at least some of these mortalities would

be avoided if greater numbers of patients avoided relapse by maintaining treatment.
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In tiddition, other benefits such as reduced hetilth expenditures, better per~on:l] relation ~hip~.

and reduced criminal uctivity would be expected. Based on plausible values for such gains, even

very minor improvements in pti(ient outcomes could easily offset the net annual compliance cost

of this proposed regulation,

L. Impact on Smu[l Opioid Tr(’utrn(’nt Programs

1. Description of Impact

As discussed previously, the proposal is expected to provide more frequent quality surveys

of OTP’S and allow for greater flexibility in the delivery of opioid treatment.

Under definitions provided by the Smtill Business Administration (SBA), virtually the e.n[ire

industry would be composed of small entities (Ref. 79). The SBA uses an estimate of $5.() million

in gross revenues as a definition of small entity for industry SIC 8093 (Specialty Outpatient

Facilities, NEC). ,4n OTP would need to provide treatment to 1,250 to reach that level. As stti[ed

earlier, 20 percent of the OTP’S serve 50 or fewer patients. This segment of the industry may

be assumed to be considered smtill rel~tive to the typical OTP.

All small programs would be required to be accredited by an accreditation body approved

by SAMHSA. Each OTP, regardless of size would be expected to maintain this accreditation in

order to continue to treat patients. There are several important changes in these proposed regulations

from current requirements, but no major changes in current recordkeeping.

2. Analysis of Alternatives

Alternative regulatory schemes were considered. The continuation of the current regulatory

oversight was dismissed in light of the findings and criticisms discussed in section 11of this

document. The idea of providing greater levels of self-certification was deemed insufficient,

primarily because of concerns over the potential diversion of the treatment medications.

SAMHSA has issued evaluation contracts to determine whether this proposal will result in

unforeseen impacts on small programs. In particular, the feasibility of exempting small facilities
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will be examined, These regulations will tillow’ for some jmail OTP’\.

with larger programs for regulatory convenience to continue to provide

maintenance treatment for individuals.

3. Assuring Small Entity Participation

It is likely that this proposed rule may have a significant economic effect on a substantitil

number of small entities. Based on the cost parameters reported for the three smallest programs

included in a SAMHSA analysis (Ref. 80), the average cost to maintain and service a patient

for 1 year in a small, 50-patient facility was estimated to be $3,200. An average accreditation

survey for a program of only 50 patients is expected to take only 1 day and cost approximately

$4,000, or approximately $1,500/year (~t a 7-percent discount rate). The average cost per patient

of achieving and maintaining a quality-enhancing activity w a small OTP tit an acceptable

compliance level is assumed to be equal to the industry average of $45, A 25 percent less-than-

full accreditation rate (the same as for the overall industry) was assumed and resurveys are

estimated to cost $500.

Overall, the cost per patient for o program servicing 50 patients would increase by slightly

more than the industry average ($50 compared to $39) under the proposed regulations. This

represents a greater proportionate increase ( 1.6 percent as compared to 1.0 percent) than the increase

expected for the average

on this indushy segment

M. Conclusions

The average annual

sized facility. The Secretary is in the process of collecting better data

and solicit comments in this area.

net cost of this regulation is estimated to be $4.4 million, The costs

represent a shift of costs to individual OTP’S to maintain accreditation and the accompanying

assurance of quality. Research has indicated that increased compliance with drug abuse treatment

is correlated with beneficial and therapeutic outcomes to patients, and the Secretary believes that

the use of private accreditation would improve treatment outcomes. If patient participation in



56

therapy could be extended by an average of 6 months, relapse rates could decrease by approximately

20 percent. Even modest improvements, therefore, would bring substantial reductions in mortality

and significant improvements in physical health, decreased criminal activity (including diversions),

increased earnings and employment, better family and personal relationships (Ref. 81). The

Secretary, including SAMHSA, continues to research this area and is specifically soliciting

comments on these issues.

This proposal constitutes a significant impact on a substantial number of small entities. The

Secretary solicits comment on how to address this impact.

The estimated annual cost of $4.4 million is far below the threshold defined by the Unfunded

Mandates Act.

IX. Paperwork Reduction Act of 1995

This proposed rule contains information collections which are subject to review by the Office

of Management and Budget (OMB) under the Paperwork Reduction Act of 1995 (the PRA) (44

U.S.C. 3507(d)). The title, description, and respondent description of the information collections

are shown in the following paragraphs with an estimate of the annual reporting and recordkeeping

burden. Included in the estimate is the time for reviewing instructions, searching existing data

sources, gathering and maintaining the data needed, and completing and reviewing the collection

of information.
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Title: Narcotic Drugs in Maintenance and Detoxification Treatment of Narcotic Dependence;

Repeal of Current Regulations and Proposal to Adopt New Regulations.

Description. The Secretary is proposing to issue regulations to establish an accreditation-based

regulatory system to replace the current system that relies solely upon direct Federal inspection

of treatment programs for compliance with process oriented regulations.

These proposed changes are intended to enhance the quality of opioid treatment by allowing

increased clinical judgment in treatment and by the accreditation process itself with its emphasis

on continuous quality assessment. As set forth in this proposed rule, there will be fewer reporting

requirements and fewer required forms under the new system. The total reporting requirements

are estimated at 2,074 hours for treatment programs, and 300 hours for accrediting organizations.

A recent FDA information collection analysis (Ref. 82) estimated the annual paperwork burden

for the existing regulations to be approximately 1,500 hours. The proposed regulation requires

a one-time reporting requirement for transitioning from the old system to the new system. The

estimated reporting burden for “transitional certification ‘‘ is approximately 475 hours. The proposal

also requires ongoing certification on a 3-year cycle, with an estimated reporting burden of

approximately 300 hours. Deducting these two requirements (total 775 hours) from the estimate

for the proposed system (2,074 hours) leaves a reporting burden of approximately 1,300 hours,

which is less than the estimated burden under the existing system. This is consistent with the

streamlining of requirements under the proposal, and the elimination of certain forms and reporting

requirements altogether.

Description of Respondents: Business or other for-profit; Not-for-profit institutions; Federal

government; State, local or tribal government.

TABLE1.—ANNUALREPORTINGBURDENFOR TREATMENT PROGRAMS

. .
42 CFR Citation and Purpose

8.11(b)-New program approval SAMHSA-0001
8.11 (b)—Renewal of approval’ SAMHSA4001
8.11 (b)(3)-Relocation SAMHSA-0001
8.11 (d)—Application for transitional cerlificationz SAMHSA4X30 1
8.11 (c)(l )-Application for provisional certification
8.11 (e)(2)-Application for extension of provisional certification
8,11 (f)(5)--Notification of sponsor or medioal director change
8.11 (g)(2)--Documentation to SAMHSA for interim maintenance

No. of
Respondents

75
300

35
900

75
30
60

1

Responses per
Respondent

1
1
1
1
1
1
1
1

Minutes per
Response

90
60
70
95
30
15
20

120

Total Hours

112.5
300

40.63
475
37.5

7.5
20
2
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TABLE l.-ANNuAL Reporting BURDEN FOR TREATMENT pRoGRAMS-continued

42 CFR Citation and Purpose

8.1 l(h)—Request to SAMHSA for exemption from 8.11 and 8.12
8.11 (i)(l )—Notification to SAMHSA before establishing medication units
8.12(j)(2)-Notification to State Health Officer when patient begins in-

terim maintenance
8.24—Contents of appellant request for review of suspension
8 25—Informal review and the reviewing official’s response
8.26(a)—Appellant’s review file and written statement
8.28(a)—Appellant’s’s request for expedited review
8,28(c)—Appellant review file and written statement
Totals

No. of
Respondents

800
3

1
2
2
2
2
2

Responses per Minutes per
Respondent Response Total Hours

3 30 1050
1 15 .75

1 20 333
1 15 5
1 60 2
1 300 10
1 60 2
1 300 10

2,073.91

I Applications for renewal of cerMication are required every 3 ears.
KZTransitional Certificabon is a one-time reqwrement and will e included in the total annualized burden but averaged over the 3-year period of

the OMB collection activity approval.

The proposal does not increase the estimated annualized burden. Certain reporting

requirements have been proposed for elimination, such as submissions for authorizations to use

LAAM, the requirement to submit a physician responsibility statement (FDA Form 2633), and

elimination of the requirement to obtain Federal approval for take-home doses of methadone in

excess of 100 mg that exceed a 6-day supply. The proposal adds a one time requirement for existing

programs to apply for nansitional certification, and a requirement to apply for certification renewal

every third year. The annualized burdens associated with these new reporting requirements offset

the burdens proposed for elimination, resulting in no estimated net change.

Accreditation bodies will also require treatment programs to submit information as part of

the standard operating procedures for accreditation. As mentioned earlier in this proposal,

accreditation bodies, under contract to SAMSHA, will be accrediting existing OTP’S as part of

an initiative to gain more information on the accreditation of OTP’S. SAMHSA has prepared a

separate OMB Paperwork Reduction notice and analysis for that information collection activity

(63 FR 10030, February 27, 1998).

TABLE 2.—ANNUAL REPORTING BURDEN FOR ACCREDATION ORGANIZATIONSI

42 CFR Citation and Purpose

8.3(b)—initial approval SAMHSA-0002
8.3(c)—Renewal of approval SAMHSA4002
8.3(e)--Relinquishment notification
8.3( f)-Nonrenewal notification to acwedited OTP’S
8,4(b)(l )(iii)—Notification to SAMHSA for serious noncompliant programs
8.4(d)(l )—General documents and information to SAMHSA upon re-

quest
8.4(d) (2)—AccrecMation survey to SAMHSA upon request
8.4(d) (3)—List of surveys, surveyors to SAMHSA upon request
8,4(d) (4)—Less than full acwedhation report to SAMHSA

------1
No. of

Respondents

10
3
1
1
2

10
10
10
10

Responses per
Respondent

1
1
1

90
2

2
6
6
7,5

Hours per
Response

3

:.5
0.1
1

0.5
0.2
0.2
0.5

Total Hours

30
3
0.5
9
4

10
12
12
37.5
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TABLE 2.—ANNUAL REPORTING BURDEN FoRACCREDATION ORGANIZATIONS1-Continued

42 CFR Citation and Purpose I No of I Responses per I Hours per
Respondents Respondent Response I Total Hours

8,4(d) (5)—Summaries of inspections 10 30 0.5 150
8.4(e)—Notification complaints 10 1 05 5
8.6(a)(2) and (b)(3)—Revocation Notification to accredited OTP’S 1 90 0.3 27
8.6( b)—Submission of 90-day corrective plan to SAMHSA 1 1 10 10
8.6(b)( 1)—Notification to accredited OTP’S of probationary status 1 90
Totals

03 27
300

1Because some of the numbers underlying these estimates have been rounded, figures in this table are approximate, There are no maintenance
and operation casts nor start up and capital costs,

Recordke@ng-The recordkeeping requirements for OTP’S set forth in proposed $8.12

include maintenance of the following: A patient’s medical evaluation and other assessments when

admitted to treatment, and periodically throughout treatment $ 8.12(f)(4)); the provision of needed

services, including any prenatal support provided the patient ($ 8. 12(g)( 1)and (g)(2)); justification

of exceptional initial doses; changes in a patient’s dose and dosage schedule; justification of

exceptional daily doses ($ 8. 12(h) (3)(iii)); justification for variations from the approved product

labeling for LAAM and future medications ($8. 12(h)(4)); and the rationale for decreasing a

patient’s clinic attendance ($8. 12(i)(3)).

In addition, proposed $8.4(c)(1) will require accreditation bodies to keep and retain for 5

years certain records pertaining to their respective accreditation activities. These recordkeeping

requirements for OTP’S and accreditation bodies are customary and usual practices within the

medical and rehabilitative communities, and thus impose no additional response burden hours or

costs.

Disclosure—This proposal retains requirements that OTP’S and accreditation organizations

disclose information. For example, proposed $8. 12(e)(1) requires that a physician explain the facts

concerning the use of opioid drug treatment to each patient. This type of disclosure is considered

to be consistent with the common medical practice and is not considered an additional burden.

Further, the proposal requires, under $8.4(i)(1) that accreditation organizations shall make public

their fee structure. The Secretary notes that the preceding section of this notice contains publicly

available information on the fee structure for three accreditation bodies. This type of disclosure

is standard business practice and is not considered a burden in this analysis.
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As required by section 3507(d) of the PRA, the Secretary has submitted a copy of this

proposed rule to OMB for its review. Comments on the information collection requirements are

specifically solicited in order to: (1) Evaluate whether the proposed collection of information is

necessary for the proper performance of DHHS’s functions, including whether the information will

have practical utility; (2) evaluate the accuracy of DHHS’s estimate of the burden of the proposed

collection of information, including the validity of the methodology and assumptions used; (3)

enhance the quality, utility, and clarity of the information to be collected; and (4) minimize the

burden of the collection of information on those who are to respond, including through the use

of appropriate automated, electronic, mechanical, or other technological collection techniques or

other forms of information technology, e.g., permitting electronic submission of responses,

OMB is required to make a decision concerning the collection of information contained in

these proposed regulations between 30 and 60 days after publication of this document in the

Federal Register, Therefore, a comment to OMB is best assured of having its full effect if OMB

receives it within 30 days of publication. This does not affect the deadline for the public to comment

to DHHS on the proposed regulations.

Organizations and individuals desiring to submit comments on the information collection

requ~ements should direct them to the Office of Information and Regulatory Affairs, OMB,

(address above).

X. Request for Comments

Interested persons may, on or before (insert date 120 days after date of publication in the

Federal Register), submit to the Dockets Management Branch (address above) written comments

regarding this proposal. Two copies of any comments are to be submitted, except that individuals

may submit one copy. Comments are to be identified with the docket number found in brackets

in the heading of this document. Received comments may be seen in the office above between

9 a.m. and 4 p.m., Monday through Friday.
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List of Subjects

Health professions, Methadone, Reporting and recordkeeping requirements.

42 CFR Purt 8

Health professionals, Levo-Alpha-Acety l-Methadol (LAAM), Methadone, Reporting and

recordkeeping requirements.

Therefore, under the Comprehensive Drug Abuse Prevention and Control Act of 1970, the

Controlled Substances Act as amended by the Narcotic Addict Treatment Act of 1974, the Public

Health Service Act, the Federal Food, Drug, and Cosmetic Act, and applicable delegations of

authority thereunder, it is proposed that titles 21 and 42 of the Code of Federal Regulations be

amended as follows:

21 CFR Chapter I

Part 291 [Removed]

1. Under authority of sections 301(d), 543, 1976 of the Public Health Service Act (42 U.S.C.

241(d), 290dd–2, 300y-11 ); 42 U.S.C, 257a; sections 505, 701 of the Federal Food, Drug, and



68

Cosmetic Act (2 I U,S.C. .355, 371); and section 303(g) of the Controlled substances .Lkt (21 ~’.S.C.

823(g)), amend title 21 of the Code of Federal Regulations by removing part 291.

42 CFR Chapter I

2, Amend 42 CFR Chapter I by adding part 8 to subchapter A to read os follows:

PART 8—CERTIFICATION OF OPIOID TREATMENT PROGRAMS

Subpart A—Accreditation

Sec.

8.1

g~

8.3

8.4

8.5

8.6

Scope.

Definitions.

Application for approval as an accreditation body.

,4ccreditation body responsibilities.

Periodic evaluation of accreditation bodies.

Withdrawal of approval of accreditation bodies.

Subpart B—Certification and Treatment Standards

8.11 Opioid treatment program certification.

8.12 Federal opioid treatment standards.

8.13 Revocation of accreditation and accreditation body approval.

8.14 Suspension or revocation of certification.

8.15 Forms.

Subpart C-Procedures for Review of Suspension or Proposed Revocation of OTP

Certification

8.21 Applicability.

8.22 Definitions.

8.23 Limitation on issues subject to review,
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8.25

8.26

8.27

8.28

8.29

8.30

8.31

8.32

8.33

8.34
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Specifying who represents the parties.

Informal review and the reviewing official’s response.

Preparation of the review file and written argument.

Opportunity for oral presentation.

Expedited procedures for review of immediate suspension.

Ex parte communications.

Transmission of written communications by reviewing official and calculation of deadlines.

Authority and responsibilities of reviewing official.

Adminismative record.

Written decision.

Court review of final administrative action; exhaustion of administrative remedies.

Authority: 21 U.S.C. 823; 42 U.S.C. 257a, 290aa(d), 290dd-2, 300x-23, 300x-27(a), 300y - 11.

Subpart A—Accreditation

58.1 Scope.

The regulations in this part establish the procedures by which the Secretary of Health and

Human Services (the Secretary) will determine whether a practitioner is qualified under section

303(g) of the Controlled Substances Act (21 U.S.C. 823(g)) to dispense opioid drugs in the

treatment of opioid addiction. These regulations also establish the Secretary’s standards regarding

the appropriate quantities of opioid drugs that may be provided for unsupervised use by individuals

undergoing such treatment (21 U.S.C. 823(g)(3)). Under these regulations, a practitioner who

intends to dispense opioid drugs in the treatment of opioid addiction must fiist obtain from the

Secretary, or by delegation, the Substance Abuse and Mental Health Services Administration

(SAMHSA), a certification that the practitioner is qualified under the Secretary’s standards and

will comply with such standards. Eligibility for certification will depend upon the practitioner

obtaining accreditation from an accreditation body that has been approved by SAMHSA. These
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regulations establish the procedures whereby an entity cm

accreditation body. This part also establishes requirements

apply m become an approved

and general standards for accreditation

bodies to ensure that practitioners

standards for opioid treatment.

are consistently evaluated for compliance with the Secretary’s

$8.2 Definitions.

The following definitions apply to this part:

Accreditation means the process of review and acceptance by an accreditation body.

Accreditation body means a body that has been approved by SAMHSA under $8.3 to accredit

opioid treatment programs.

Accr~ditation body application means the application filed with SAMHSA for purposes of

obtaining approval as an accreditation body, as described in $ 8.3(b).

Accreditation elements mean the elements that are developed and adopted by an accreditation

body and approved by SA.MHSA.

Aceredita[ion survey means an onsite review and evaluation of an opioid treatment program

by an accreditation body for the purpose of determining compliance with the Federal opioid

treatment standards described in $8.12.

Accredited opioid treafnwnt program means an opioid treatment program that is the subject

of a current, valid accreditation from an approved accreditation body.

Certijlcation means the process by which SAMHSA determines that an opioid treatment

program is qualified to provide opioid treatment under the Federal opioid treatment standards.

Certijlcation application means the application filed by an opioid treatment program for

purposes of obtaining certification from SAMHSA, as described in $8.1 l(b).

Certified opioid treatment program means an opioid treatment program that is the subject

of a current, valid certification under $8.11.

Comprehensive maintenance treatment is maintenance treatment provided in conjunction with

a comprehensive range of appropriate medical and rehabilitative services.
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De/o.v/fi(ationtr(’a[mentmeans the dispensing of :in opioid ugonist treatment medication in

decreasing doses to an individual to alleviate adverse physicti] or psychological effects incident

to withdrawal from the continuous or sustained use of an opioid drug and as a method of bringing

the individual to a drug-free state within such period.

Fcdcrul opioid treatment standards means the standards established by the Secretary in $8.12

that are used to determine whether an opioid treatment program is quaiified to engage in opioid

treatment. The Federal opioid treatment standards established in $8,12 also include the standards

established by the Secretary regarding the quantities of opioid drugs which may be provided for

unsupervised use.

For-cattse insp?cfion means an inspection of an opioid treatment program by the Secreta~,

or by an accreditation body, that may be operating in violation of Federal opioid treatment

standards, may be providing substandard treatment, or may be serving as a possible source of

diverted medications.

/nterim maintenance tr~’atment means maintenance treatment provided in conjunction with

appropriate medical services while a patient is awaiting transfer to a program that provides

comprehensive maintenance treatment.

Long-term deto.~ijlcafion treatment means detoxification treatment for a period more than 30

days but not in excess of 180 days.

Maintenance treatment means the dispensing of an opioid agonist treatment medication at

stable dosage levels for a period in excess of 21 days in the treatment of an individual for opioid

addiction.

J4edical director means a physician, licensed to practice medicine in the jurisdiction in which

the opioid treatment program is located, who assumes responsibility for administering all medical

services performed by the program, either by performing them directly or by delegating specific

responsibility to authorized program physicians and healthcare professionals functioning under the

medical director’s direct supervision.
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,Wedicul and rt’hut?ililuti]’c ,rcrl’ic~’.$means sewices such as medical evaluations. counwling,

and rehabilitative and other socitil programs (e.g., vocational and educational guidance, emplo~rmenr

placement), that are intended to help patients in opioid tretitment programs become productive

members of society.

Mcdica(ion unit means a f~cility established as part of, but geographically separate from, an

opioid treatment program from which licensed private practitioners or community pharmacists

dispense or administer an opioid agonist treatment medication or collect samples for drug testing

or analysis.

Opioid agonist treutment medication means any opioid agonist drug that is approved by the

Food and Drug Administration under section 505 of the Federal Food, Drug, and Cosmetic Act

(21 U.S.C. 355) for use in the treatment of opioid addiction.

Opioid addiction means a condition in which an individual exhibits a compulsive craving

for or compulsively uses opioid drugs despite being harmed or causing harm as a result of such

craving or use.

Opioid drug means any drug having an addiction-forming or addiction-sustaining liability

similar to morphine or being capable of conversion into a drug having such addiction-forming

or addiction-sustaining liability.

Opioid trea?mcn[ means the dispensing of an opioid agonist treatment medication, along with

a comprehensive range of medical and rehabilitative services, when clinically necessary, to an

individual to alleviate the adverse medical, psychological, or physical effects incident to opioid

addiction. This term encompasses detoxification treatment, short-term detoxification treatment,

long-term detoxification treatment, maintenance treatment, comprehensive maintenance treatment,

and interim maintenance treatment.

Opioid treatment program or ‘‘OTP” means a program or practitioner engaged in opioid

treatment of individuals with an opioid agonist treatment medication.

Patient means any individual who undergoes treatment in an opioid treatment program.
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Program .spon,sor means the person named in the application for certification described

$8,1 l(b) as responsible for the operation of the opioid treatment program and who assumes

in

responsibility for all its employees, including any practitioners, agents, or other persons providing

medical, rehabilitative, or counseling services at the program or any of its medication units. The

program sponsor need not be a licensed physician but shall empIoy a licensed physician for the

position of medical director.

Registered opioid treatment program means an opioid treatment program that is registered

under 21 U.S.C. 823(g).

Short-term detoxification treatment means detoxification treatment for a period not in excess

of 30 days.

Trearmenf plan means a plan that outlines for each patient attainable short-term

goals that are mutually acceptable to the patient and the opioid treatment program,

~ 8.3 Application for approval as an accreditation body.

treatment

(a) Eligibility. Private nonprofit organizations or State governmental entities, or political

subdivisions thereof, capable of meeting the requirements of this part may apply for approval as

an ac~reditation body.
,’

(b) Application for initial appro~’al. Three copies of an accreditation body application form

SAMHSA--(X)O2 shall be submitted to SAMHSA at rm. 12-435, 5600 Fishers Lane, Rockville, MD

20857, and marked ATTENTION: OTP Certification Program. Accreditation body applications

shall include the following information and supporting documentation:

(1) Name, address, and telephone number of the applicant and a responsible official for the

application. The application shall be signed by the responsible official;

(2) Evidence of the nonprofit status of the applicant (i.e., of fulfilling Internal Revenue Service

requirements as a nonprofit organization) if the applicant is not a State governmental entity or

political subdivision;
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(3) Evidence demonstrtiting that the applicunt will be :ible to survey no less than 5(’IOTP’S

annually;

(4) A set of the accreditation elements and a detailed discussion showing how the proposed

accreditation elements will ensure that each OTP surveyed by the applicant is qualified to meet

or is meeting each of the Federal opioid treatment standards set forth in $8. 12;

(5) A detailed description of the applicant’s decisionmaking process, including:

(i) Procedures for initiating and performing onsite accreditation surveys of OTP’S;

(ii) Procedures for assessing OTP personnel qualifications;

(iii) Copies of an application for accreditation, guidelines, instructions, and other materials

the applicant will send to OTP’S during the accreditation process, including a request for a complete

history of prior accreditation activities and a statement that dl information and data submitted

in the application for accreditation is true and accurate, and that no material fact has been omitted;

(iv) Policies and procedures for notifying OTP’S and SAMHSA of deficiencies and for

monitoring corrections of deficiencies by OTP” S;

(v) Policies and procedures for suspending or revoking an OTP’S accreditation;

(vi) Policies and procedures that will ensure processing of applications for accreditation and

applications for renewal of accreditation within a timeframe approved by SAMHSA; and

(vii) A description of the applicant’s appeals process to allow OTP’S to contest adverse

accreditation decisions.

(6) Policies and procedures established by the accreditation body to avoid conflicts of interest,

or the appearance of conflicts of interest, by the applicant’s board members, commissioners,

professional personnel, consultants, administrative personnel, and other representatives;

(7) A description of the education, experience, and training requirements for the applicant’s

professional staff, accreditation survey team membership, and the identification of at least one

licensed physician on the applicant’s staffi

(8) A description of the applicant’s training policies;

(9) Fee schedules, with supporting cost data;
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(I(I) Satisfactory assurances that the body will comply ~vith the requimnwnts of \ S.-!, includin:

a contingency plan for investigtitin.g complaints under \ 8.4(e);

(11 ) Policies and procedures established to protect confidential information the applicant will

collect or receive in its role as an accreditation body; and

( 12) Any other information as SAMHSA may require.

(c) App[icationfbr renewal of appro~ral. An accreditation body that intends to continue to

serve as an accreditation body beyond its current term shall apply to SAMHSA for renewal, or

notify SAMHSA of its intention not to apply for renewal, in accordance with the following

procedures and schedule:

(1) At least 9 months before the date of expiration of an accreditation body’s term of approval,

the body shall inform SAMHSA in writing of its intent to seek renewal.

(2) SAMHSA will notify the applicant of the relevant information, materials, and supporting

documentation required under paragraph (b) of this section that the applicant shall submit as part

of the renewal procedure.

(3) At least 3 months before the dtite of expiration of the accreditation body’s term of approval.

the applicant shall furnish to SA.MHSA three copies of a renewal application containing the

information, materials, and supporting documentation requested by SAMHSA under paragraph

(c)(2) of this section.

(4) An accreditation body that does not intend to renew its approval shall so notify SAMHSA

at least 9 months before the expiration of the body’s term of approval.

(d) Rulings on applications for initial approval or renewal of approval. (1) SAMHSA will

grant an application for initial approval or an application for renewal of approval if it determines

the applicant substantially meets the accreditation body requirements of this subpart.

(2) If SAMHSA determines that the applicant does not substantially meet the requirements

set forth in subpart A of this part, SAMHSA will notify the applicant of the deficiencies in the

application and request that the applicant resolve such deficiencies within 90 days of receipt of

the notice. If the deficiencies are resolved to the satisfaction of SAMHSA within the 90-day time
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body will be approved as an accreditation body. If the deficiencies have not been

the satisfaction of SAMHSA within the 90-day time period, the application for Jpproval

as an accreditation body will be denied.

(3) If SAMHSA does not reach a final decision on a renewal application before the expiration

of an accreditation body’s term of approval, the approval will be deemed extended until SAMHSA

reaches a final decision, unless an accreditation body does not rectify deficiencies in the application

within the specified time period, as required in paragraph (d)(2) of this section.

(e) Relinquishment of approval. An accreditation body that intends to relinquish its

accreditation approval before expiration of the body’s term of approval shall submit a letter of

such intent to SAMHSA, at the address in paragraph (b) of this section, at least 9 months before

relinquishing such approval.

(f) IVottjication. An accreditation body that does not apply for renewal of approval, or is denied

such approval by SAMHSA, relinquishes its accreditation approval before expiration of its term

of approval, or has its approval withdrawn, shall:

(1) Transfer copies of records and other related information as required by SAMHSA to a

location, including another accreditation body, and according to a schedule approved by SAMHSA:

and

(2) Notify, in a manner and time period approved by SAMHSA, all OTP’S accredited or

seeking accreditation by the body that the body will no longer have approval to provide

accreditation services.

(g) Term of approval. An accredi~tion body’s te~ of approval is for a period not to exceed

5 years.

(h) State accreditation bodies. State governmental entities, including political subdivisions

thereof, may establish organizational units that may act as accreditation bodies, provided such units

meet the requirements of this section, are approved by SAMHSA under this section, and have
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taken appropriate meusures to prevent uctutil or Jpparent conflicts of interes

which State or Federal funds are used to support opioid treatment services.

~ 8.4 Accreditation body responsibilities.

, including cases in

(a) Accreditation surlvys and insp~ctions. ( 1) Accreditation bodies shall conduct routine

accreditation surveys for initial, renewal, and continued accreditation of each OTP at least every

3 years.

(2) Accreditation bodies must agree to conduct for-cause inspections upon the request of

SAND-ISA,

(3) Accreditation decisions shall be fully consistent with the policies and procedures submitted

as part of the approved accreditation body application.

(b) R#spon.se [o noncompliant programs. ( 1) If an accreditation body receives or discovers

information that suggests that an OTP is not meeting Federal opioid treatment standards, or if

review of the OTP by the accredi~ation body otherwise demonstrates one or more deficiencies

in the OTP, the accreditation body shall as appropriate either require and monitor corrective action

or shall suspend or revoke accreditation of the OTP, as appropriate based on the significance of

the deficiencies.

(i) Accreditation bodies shall either not accredit or shall revoke the accreditation of any OTP

that substantially fails to meet the Federal opioid treatment standards.

(ii) Accreditation bodies shall notify SAMHSA as soon as possible but in no case longer

than 48 hours after becoming aware of any practice or condition that may pose a serious risk

to public health or safety or patient care.

(iii) If an accreditation body determines that an OTP is substantially meeting the Federal opioid

treatment standards, but is not meeting one or more accreditation elements, the accreditation body

shall determine the necessary corrective measures to be taken by the OTP, establish a schedule

for implementation of such measures, and notify the OTP in writing that it must implement such

measures within the specified schedule in order to ensure continued accreditation. The accreditation
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body shall verify that the necessary steps tire tken by the (ITP within the schedule specified

and that all accreditation elements are being substantially met or will be substantially met.

(2) Nothing in this part shall prevent accreditation bodies from granting accreditation,

contingent on promised programmatic or performance changes, to programs with less substantial

violations. Such accreditation shall not exceed 12 months. Programs that have been granted such

accreditation must have their accreditation revoked if they fail to make changes to receive

unconditional accreditation upon resurvey or reinspection.

(c) Recordkeeping. (1) Accreditation bodies shall maintain records of their accreditation

activities for at least 5 years from the creation of the record. Such records must contain sufficient

detuil to support each accreditation decision made by the accreditation body.

(2) Accreditation bodies shall establish procedures to protect confidential information collected

or received in their role as accreditation bodies that are consistent with, and that are designed

to ensure compliance with, all Federal and State laws, including 42 CFR part 2.

(i) Information collected or received for the purpose of carrying out accreditation body

responsibilities shall not be used for any other purpose or disclosed, other than to SAMHSA or

its duly designated representatives, unless otherwise required by law or with the consent of the

OTP.

(ii) Nonpublic information that SAMHSA shares with the accreditation body concerning an

OTP shall not be further disclosed except with the written permission of SAMHSA.

(d) Reporting. (1) Accreditation bodies shall provide to SAMHSA any documents and

information requested by SAMHSA within 5 days of receipt of the request.

(2) Accreditation bodies shall make a summary of the results of each accreditation survey

available to SAMHSA upon request. Such summaries shall contain sufficient detail to justify the

accreditation action taken.

(3) Accreditation bodies shall provide SAM-ISA upon request a list of each OTP surveyed

and the identity of all individuals involved in the conduct and reporting of survey results.
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(4) Accreditation bodies shall submit to SAW-ISA the name of each OTP for which the

accreditation body accredits conditionally, denies. suspends, or revokes accreditation, and the basis

for the action, within 48 hours of the action.

(5) Notwithstanding any reports made to SAIMHSA under paragraphs(d)(1) through (d)(4)

of this section, each accreditation body shall submit to SAMHSA semi-annually, on January 15

and July 15 of each calendar year, a report consisting of a summary of the results of each

accreditation survey conducted in the past year. The summary shall contain sufficient detail to

justify each accreditation action taken.

(6) All reporting requirements listed in this section shall be provided to SAMHSA at the

address specified in $ 8.3(b).

(e) Complaint r(’sponsc. Accreditation bodies shall have policies and procedures to respond

to complaints from SAMHSA, patients, and others within a reasonable period of time but not

more than 5 days of the receipt of the complaint. Accreditation bodies shall also agree to notify

SAMHSA within 48 hours of receipt of a complaint and keep SAMHSA informed of all aspects

of the response to the complaint.

(f) Modifications of accreditation elements, Accreditation bodies shall obtain SAMHSA’S

authorization prior to making any substantive (i.e., noneditorial) change in accreditation elements.

(g) Conflicts of interest. The accreditation body shall maintain and apply policies and

procedures that SAMHSA has approved in accordance with 58.3 to reduce the possibility of actual

conflict of interest, or the appearance of a conflict of interest, on the part of individuals who

act on behalf of the accreditation body. Individuals who participate in accreditation surveys or

otherwise participate in the accreditation decision or an appeal of the accreditation decision, as

well as their spouses and minor children, shall not have a financial interest in the OTP that is

the subject of the accreditation survey or decision. There is no minimum amount of value or control

that constitutes a financial interest, and it includes, among other things, the receipt of any salary

or other payment from such OTP, as well as stock in any such OTP.
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(h) Accrdifufion twns. ( 1) An accreditation body surl’ey team shal[ comsisr of healthctire

professionals with expertise in drug tibuse treutment and, in particular, opioid treatment. The

accreditation body shall consider factors such as the size of the OTP. the anticipated number of

problems, and the OTP’S accreditation history, in determining the composition of the team. At

a minimum, survey teams shall consist of at least 2 healthcare professionals whose combined

expertise includes:

(i) The dispensing and administration of drugs subject to control under the Controlled

Substances Act (21 U.S.C. 801 et seq.);

(ii) Medical issues relating to the dosing and administration of opioid agonist treatment

medications for the treatment of opioid addiction;

(iii) Psychosocial counseling of individuals undergoing opioid treatment; and

(iv) Organizational and administrative issues associated with opioid treatment programs.

(2) Members of the accrediwtion team must be able to recuse themselves at any time from

any survey in which either

appearance of a conflict of

(i) Accreditation fees.

they or the OTP believes there is an actual conflict of interest or the

interest.

Fees charged to OTP’S for accreditation shall be reasonable. SAMHSA

generally will find fees to be reasonable if the fees are limited to recovering costs to the

accreditation body, including overhead incurred. Accreditation body activities that are not related

to accreditation functions are not recoverable through fees established for accreditation.

(1) The accreditation body shall make public its fee structure, including those factors, if any,

contributing to variations in fees for different OTP’S.

or

of

(2) At SAMHSA’S request, accreditation bodies shall provide to SAMHSA’S financial records

other materials, in a manner specified by SAMHSA, to assist in assessing the reasonableness

accreditation body fees.
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!j 8.5 Periodic evaluation of accreditation bodies.

SAMHSA will evaluate periodically the performance of accreditation bodies primarily by

inspecting a selected sample of the OTP’s accredited by the accrediting body and by evaluating

the accreditation body’s reports of surveys conducted, to determine whether the OTP’S surveyed

and accredited by the accreditation body are in compliance with the Federal opioid treatment

standards. The evaluation will include a determination of whether there are major deficiencies in

the accreditation body’s performance that, if not corrected, would warrant withdrawal of the

approval of the accreditation body under $8.6.

$8.6 Withdrawal of approval of accreditation bodies.

If SAMHSA determines that an accreditation body is not in substantial compliance with this

subpart, SAMHSA shall take appropriate action as follows:

(a) Major deficiencies, If SAMHSA determines that the accreditation body has a major

deficiency, such as commission of fraud, matetial false statement, failure to perform a major

accreditation function satisfactorily, or significant noncompliance with the requirements of this

subpart, SAMHSA shall withdraw approval of that accreditation body.

(1) In the event of a major deficiency, SAMHSA shall notify the accreditation body of the

agency’s action and the grounds on which the approval was withdrawn.

(2) An accreditation body that has lost its approval shall notify each OTP that has been

accredited or is seeking accreditation that the accreditation body’s approval has been withdrawn.

Such notification shall be made within a time period and in a manner approved by SAMHSA.

(b) Minor deficiencies. If SAMHSA determines that the accreditation body has minor

deficiencies in the performance of an accreditation function, that are less serious or more limited

than the types of deficiencies described in paragraph (a) of this section, SAMHSA will notify

the body that it has 90 days to submit to SAMHSA a plan of corrective action. The plan must

include a summary of corrective actions and a schedule for their implementation. SAMHSA may
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place the body on probationary status for a period of time determined by SAMI{SA. or may

withdraw approval of the body if corrective action is not taken.

(1) If SAMHSA places an accreditation body on probationary status, the body shall notify

all OTP’S that have been accredited, or that are seeking accreditation, of the accreditation body’s

probationary status within a time period and in a manner approved by SAMHSA.

(2) Probationary status will remain in effect until such time as the body can demonstrate

to the satisfaction of SAMHSA that it has successfully implemented or is implementing the

corrective action plan within the established schedule, and the corrective actions taken have

substantially eliminated ail identified problems.

(3) If SAMHSA determines that an accreditation body that has been placed on probationw-y

status is not implementing corrective actions satisfactorily or within the established schedule,

SAMHSA may withdraw approval of the accreditation body. The accreditation body shall notify

all OTP’S that have been accredited, or are seeking accreditation, of the accreditation body’s loss

of SAMHSA approval within a time period and in a manner approved by SAMHSA.

(c) Rt’application. (l) An accreditation body that has had its approval withdrawn may submit

a new application for approval if the body can provide information to SAMHSA to establish that

the problems that were grounds for withdrawal of approval have been resolved.

(2) If SAMHSA determines that the new application demonstrates that the body satisfactorily

has addressed the causes of its previous unacceptable performance, SAMHSA may reinstate

approval of the accreditation body.

(3) SAMHSA may request additional information or establish additional conditions that

be met before SAMHSA approves the reapplication.

must

(4) SAMHSA may refuse to accept an application from a former accreditation body whose

approval was withdrawn because of fraud, material false statement, or willful disregard of public

health.

(d) Hearings. An opportunity to challenge an adverse action taken regarding withdrawal of

approval of an accreditation body shall be addressed through the relevant procedures set forth
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in subpart C of this pirt, except thtit the procedures in \ 8.28 for expedited ue~ie~~of an immediate

suspension would not apply to an accreditation body thut h:~sbeen notified under paragr~ph (ti)

or (b) of this section of the withdrawal of its approval.

Subpart B—Certification and Treatment Standards

~8.11 Opioid treatment program certification.

(a) General. (1) An OTP must be the subject of a current, valid certification from SAMHSA

to be considered qualified by the Secretary under section 303(g)(1) and (g)(3) of the Controlled

Substances Act (21 U.S.C. 823(g)(l) and (g)(3)) to dispense opioid d~gs in the treatment Of OPiOid

addiction. An OTP must be determined to be qualified under section 3~3(g)( I ) :md (g)(3) of the

Controlled Substances Act, and must be determined to be qualified by the Attorney General under

section 303(g)(2), to be registered by the Attorney General to dispense OPIOIdagonist treatment

medications to individuals for treatment of opioid tiddiction.

(2) To obtain certification from SAMHSA, an OTP must meet the Federal opioid treatment

standards in $8.12, must be the subject of a current, valid accreditation by an accreditation body

or other entity designated by SA.MHSA, and must comply with any other conditions for certification

established by SAMHSA.

(3) Certification shall be granted for a term not to exceed 3 years, except that certification

may be extended during the third year if an application for accreditation is pending.

(b) Application for certification. Three copies of an application for certification must be

submitted by the OTP to the address identified in $ 8.3(b). The application for certification shall

include:

‘(1) A description of the current accreditation status of the OTP;

(2) A description of the organizational structure of the OTP;

(3) The names of the persons responsible for the OTP;
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(4) The tiddress of the OTP and of etich medication unit or other facility under the control

of the OTP;

(5) The sources of funding for the OTP and the name and address of each governmental

entity that provides such funding; and

(6) A statement thut the OTP will comply with the conditions of certification set forth in

paragraph (f) of this section.

(7) The application shall be signed by the program sponsor who shall certify that the

information submitted in the application is truthful and accurate.

(c) Action on application. (1) Following SAMHSA’S receipt of an application for certification

of an OTP, and after consultation with the appropriate State authority regarding the qualifications

of the tipplicant, SAMHSA may grant the application for certification, or renew an existing

certification, if SAMHSA determines thtit the OTP has satisfied the requirements for certification

or renewal of certification.

(2) S.AMHSA may deny the application if SAMHSA determines that:

(i) The application for certification is deficient in any respect;

(ii) The OTP will not be operated in accordance with the Federal opioid treatment standards

established under $8. 12;

(iii) The OTP will not permit an inspection or a survey to proceed, or will not permit in

a timely manner access to relevant records or information; or

(iv) The OTP has made misrepresentations in obtaining accreditation or in applying for

certification.

(3) Within 5 days after it reaches a final determination that an OTP meets the requirements

for certification, SAMHSA will notify the Drug Enforcement Administration (DEA) that the OTP

has been determined to be qualified to provide opioid treatment under section 303(g)(l) and (g)(3)

of the Controlled Substances Act.

(d) Transitional certification. OTP’S that on (date 60 days after date of publication of final

rule in the Federal Register) were the subject of a current, valid approval by FDA under 21
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CFR part 291, are deemed to be the subject of J current L’:llidcertification t’or purposef of paragrqii

(a)(l 1) of this section. Such “transitional” certifictition shall expire on (d~te 120 days ~fter date

of publication of final rule in the Federal Register), except that such transitional certifictition

of an OTP that submits the information required by paragraph (b) of this section to SAMHSA

on or before (date 120 days after date of publication of the final rule in the Federal Register),

along with a statement certifying that the OTP will apply for accreditation from a SAMHSA

approved accreditation body within 90 days from the date SAMHSA announces the approva~ of

the first accreditation body under $8.3, shall expire on (date 2 years and 60 days after date of

publication of final rule in the Federal Register). SA,MHSA may extend the transitional

certification of an OTP for up to 1 additional year provided the OTP demonstrates thtit it hus

applied for accreditation, that an ticcreditation survey hus taken pltice or is scheduled to ttike place,

find that tin accreditation decision is expected within a reasonable period of time (e.g., within 90

dtiys from the date of survey). Transitiontil certification under this section may be suspended or

revoked in accordance with $8,14.

(e) Pro\lisionul cer?ificution, ( 1) OTP’S that have no current certification from SAMHSA, but

have applied for accreditation with an accreditation body, are eligible to receive a provisional

certification for up to 1 year. To receive a provisional certification, an OTP shall submit the

information required by paragraph (b) of this section to SAMHSA along with a statement

identifying the accreditation body to whom the OTP has applied for accreditation, the date on

which the OTP applied for accreditation, the dates of any accreditation surveys that have taken

place or are expected to take place, and the expected schedule for completing the accreditation

process. A provisional certification for up to 1 year will be granted, following receipt of the

information described in this paragraph, unless SAMHSA determines that patient health would

be adversely affected by the granting of provisional certification.

(2) An extension of provisional certification maybe granted in extraordinary circumstances

or otherwise to protect public health. To apply for a 90-day extension of provisional certification,
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an OTP shall submit to SAMHSA a statement explaining the program’s efforts to obtuin

accreditation and a schedule for obtaining accreditation as expeditiously as possible.

(f) Condi[iorz~for certijka[ion. ( 1) OTP’S shall comply with all pertinent State laws and

regulations. Nothing in this part is intended to limit the authority of State and local governmental

entities to regulate the use of opioid drugs in the treatment of opioid addiction.

(2) OTP’S shall allow, in accordance with Federal controlled substances laws and FederaI

confidentiality laws, inspections and surveys by duly authorized employees of SAMHSA, by

accreditation bodies, the DEA, and by authorized employees of any relevant State or Federal

governmental authority.

(3) Disclosure of patient records maintained by an OTP is governed by the provisions of

42 CFR part 2, and every program must comply with that part. Records on the receipt, storage,

and distribution of opioid agonist treatment medications are also subject to inspection under Federal

controlled substances laws and under the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321

et seq.).

(4) A treatment program or medication unit or any part thereof, including any fdcility or any

individual, shall permit a duly authorized employee of SAMHSA to have access to and to copy

all records on the use of opioid drugs in accordance with the provisions of 42 CFR part 2.

(5) OTP’S shall notify SAMHSA within 3 weeks of any replacement or other change in the

status of the program sponsor or medical director.

(6) OTP’S shall comply with all regulations enforced by the DEA under 21 CFR chapter

II, and must be registered by the DEA before administering or dispensing opioid agonist treatment

medications.

(7) OTP’S must operate in accordance with Federal opioid treatment standards and approved

accreditation elements.

(g) Conditions for interim maintenance treatment program approval. (1) Before a public or

nonprofit private OTP may provide interim maintenance treatment, the program must receive the
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approval of both SAMHSA tind the chief public health officer of the State in which the OTP

operates.

(2) Before SAMHSA may grant such approval, the OTP must provide SAMHSA with

documentation from the chief public health officer of the State in which the OTP operates

demonstrating that:

(i) Such officer does not object to the providing of interim maintenance treatment in the State;

(ii) The OTP seeking to provide such treatment is unable to place patients in a public or

nonprofit private comprehensive treatment program within a reasonable geographic area within 14

days of the time patients seek admission to such programs;

(iii) The authorization of the OTP to provide interim maintenance treatment will not otherwise

reduce the capacity of comprehensive maintenance treatment programs in the State to admit

individuals (relative to the date on which such officer so certifies); and

(iv) The State certifies that each individual enrolled in interim maintenance treatment will

be transferred to a comprehensive maintenance treatment program no later than 120 days from

the date on which each individual first requested treatment, as provided in section 1923 of the

Public Health Service Act (21 U.S.C, 300x-23).”

(3) SAMHSA will provide notice to the OTP denying or approving the request to provide

interim maintenance treatment. The OTP shall not provide such treatment until it has received

such notice from SAMHSA.

(h) Exemptions. An OTP may, at the time of application for certification or any time thereafter,

request from SAMHSA exemption from the regulatory requirements set forth under $$8.11 and

8.12. The OTP shall support the rationale for the exemption with thorough documentation, to be

supplied in an appendix to the initial application for certification or in a separate submission.

SAMHSA will approve or deny such exemptions at the time of application, or any time thereafter,

if appropriate. SAMHSA may consult with the appropriate State authority prior to taking action

on an exemption request.
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(i) Mrdi[:atit]n [ini[,s, Iorl,q-tcrrn c~irc Jilcilitie.r [lrld il(~.~pir(ll.s.( 1) Certified OTP’S may est~bl i~h

medication units that are authorized to dispense opioid agonist treutment medications for observed

ingestion. Before establishing a medication unit, a certified OTP must notify SAMHSA by

submitting SAMHSA Application Form 0001. The OTP must also comply with the provisions

of 21 CFR part 1300 before establishing a medication unit.

(2) Cetiification as an OTP under this part will not be required for the maintenance or

detoxification treatment of a patient who is admitted to a hospital or long-term care f~cility for

the treatment of medical conditions other than addiction and who requires maintenance or

detoxification treatment during the period of his or her stay in that hospital or long-term care

f~cility, The terms “hospital” and “long-term care facility” as used in this section are to have

the meaning that is assigned under the Itiw of the State in which the treatment is being provided.

\Tothing in this section is intended to relieve hospitals and long-term care facilities from the

obligation to obtain registration from the Attorney General, as appropriate, under section 303(g)

of the Controlled Substances Act.

~8.12 Federal opioid treatment standards.

(a) GenLJrul. OTP’S must provide treatment in accordance with these standards and must

comply with these standards as a condition of certification.

(b) Adrnirzis[rativc and organizational srruc?ure. An OTP’S organizational structure shall be

adequate to ensure quality patient care and to meet the requirements of all pertinent Federal, State,

and local laws and regulations. At a minimum, each program shall formally designate a program

sponsor and medical director. The program sponsor shall agree on behalf of the program to adhere

to all requirements set forth in this part and any regulations regarding the use of opioid agonist

treatment medications in the treatment of opioid addiction which may be promulgated in the future.

The medical director shall assume responsibility for administering all medical services performed

by the program. In addition, the medical director shall be responsible for ensuring that the program

is in compliance with all applicable Federal, State, and local laws and regulations.



89

(c) confirlilf)[(f WJliU I~~IPrf~I’~’Y?I~)~lf.( 1) An Orp n~u$t m:~int:~in current qu:~lity :~$iurance and

quality control plans that include, among other things, annual reviews of program policie~ and

procedures and ongoing assessment of patient outcomes.

(2) An OTP must maintain a current “Diversion Control Plan” or “DCP” ~s part of its

quality assurance program that contains specific measures to reduce the possibility of diversion

of controlled substances from legitimate treatment use and that assigns specific responsibility to

the medictil and administrative staff of the OTP for carrying out the diversion control measures

and functions described in the DCP.

(d) Stuff creikn[iuls Each person engaged in the treatment of opioid addiction must have

sufficient education, training, md experience, or any combination thereof. to enuble that person

to perform the assigned functions. All physicians, nurses. and other licensed professional ctire

providers, including addiction counselors, must comply with the credentialing requirements of their

respective professions.

(e) Putient udrnission criteria+ 1) Muintcnuncr tt-wtrnen[. An OTP shall maintain current

procedures designed to ensure that patients are admitted to maintenance treatment by qualified

personnel who have determined, using accepted medical criteria such as those listed in the

Diagnostic and Statistical Munualj)r Menrtil Disorders (DSM-lV), that the person is currently

addicted to an opioid drug, and that the person became addicted at least 1 year before admission

for treatment. In addition, a program physician shall ensure that each patient voluntarily chooses

maintenance treatment and that all relevant facts concerning the use of the opioid drug are clearly

and adequately explained to the patient, and that each patient provides written consent to treatment.

(2) Maintenance treatment for persons under age 18. A person under 18 years of age is

required to have had two documented attempts at short-term detoxification or drug-free treatment

to be eligible for maintenance treatment. A waiting period of no less than 7 days is required between

the first and the second short-term detoxification treatment. No person under 18 years of age may
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be admitted to maintenance treatment unless a ptirent, legal guardian, or responsible :idult

designated by the relevant State authority consents in writing to such tretitment.

(~) Mainr~’nanc~ tr~’utm~’ntadmif~ion <-rc~’ption~. If clinically appropriate, the program

physician may waive the requirement of a 1 year history of addiction under paragraph (c)(1) of

this section, for patients released from penal institutions (within 6 months after release), for

pregnant patients (program physician must certify pregnancy), and for previously treated patients

(up to 2 years after discharge).

(4) Detoxjlcation treatment, An OTP shall maintain current procedures that are designed to

ensure that patients are admitted to short- or long-term detoxification treatment by qualified

personnel, such as a program physician, who determines that such treatment is appropriate for

the specific patient by applying established diagnostic criterifi, At a minimum, a program physicifin

shall determine that each patient admitted is physically dependent on opioid drugs. In addition,

a patient is required to wait no less than 7 days between concluding a short-term detoxification

or long-term detoxification treatment episode and beginning another.

(f) Required ser\lices+ 1) General. OTP’S shall provide adequate medical, counseling,

vocational, educational, and assessment services. These services must be available at the primary

facility, except where the program sponsor has entered into a formal, documented agreement with

a private or public agency, organization, practitioner, or institution to provide these services to

patients enrolled in the OTP. The program sponsor, in any event, must be able to document that

these services are fully and reasonably available to patients.

(2) Initial medical examination $ervices. OTP’S shall require each patient to undergo a

complete, fully documented medical evaluation by a program physician or a primary care physician,

or an authorized healthcare professional under the supervision of a program physician, within the

f~st 30 days following admission to the OTP.
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(3) Sp~’cial scn’ices f{)r ji’nwlc p(~(ien(s OTP’S must maintain cunent policies and procedure

that reflect the special needs of female ptitients. Prenatal care :md other services for female patient.~

must be provided either by the OTP or by referral to appropriate hetilthcare providers.

(4) [nitiuf and periodic asscssmt’nt ser~ices, Each patient accepted for treatment at an OTP

shall be assessed initially and periodically by qualified personnel to determine the most appropriate

combination of services and treatment. The initial assessment must include preparation of a

treatment plan that includes the patient’s short-term goals and the tasks the patient must perform

to complete the short-term goals; the patient’s requirements for education, vocational rehabilitation,

and employment; and the medical, psychosocial, economic, legal. or other supportive services that

a patient needs. The treatment plan also must identify the frequency with which these services

are to be provided. The plan must be reviewed w-id updated to reflect that patients’s personal

history, his or her current needs for medical, social, and psychological services, and his or her

current needs for education, vocational rehabilitation, and employment services.

(5) Cowt,sclin,q scrlices. (i) OTP’S must provide adequate substance abuse counseling to each

patient as clinically necessary. This counseling shall be provided by a program counselor, qualified

by education, training, or experience to assess the psychological and sociological background of

drug abusers, to contribute to the appropriate treatment plan for the patient and to monitor patient

progress.

(ii) OTP’S must provide counseling on preventing exposure to, and the transmission of human

immunodeficienc y virus (HIV) disease for each patient admitted or readmitted to maintenance or

detoxification treatment.

(iii) OTP’S must provide directly, or through referraI to adequate and reasonably accessible

community resources, vocational rehabilitation, education, and employment services for patients

who either request such services or who have been determined by the program staff to be in need

of such services.
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(6) Dr[i,q ubltsc fc.stin,; .~er~’ices. OTP’S rmust provide adequtite testing or analysis for drug~

of abuse, including at least eight random drug abuse tests per year. per patient, in accordance

with generally accepted clinical practice. For patients in short-term detoxification treatment. the

OTP shall perform at least one initial drug abuse test. For patients receiving long-term

detoxification treatment, the program shall perform initial and monthly random tests on each putient.

(g) Recordk~~ping and puti~nt confid~ntiality. ( 1) OTP’S shall establish and maintain a

recordkeeping system that is adequate to document and monitor patient care, This system is required

to comply with all Federal and State reporting requirements relevant to opioid drugs approved

for use in treatment of opioid addiction. All records are required to be kept confidential in

accordance with all applicable Federal find Sttite requirements.

(2) OTP’S shall include, as an essential part of the recordkeeping system, documentation in

each patient’s record showing thtit the OTP made the determination, upon the admission of each

patient, that the patient is not enrolled in any other OTP. A patient enrolled in an OTP shall

not be permitted to obtain treatment in any other OTP except in exceptional circumstances. If

the medical director or program physician of the OTP in which the patient is enrolled determines

that such exceptional circumstances exist, the patient may be granted permission to seek treatment

at another OTP, provided the justification for finding exceptional circumstances is noted in the

patient’s record both at the OTP in which the patient is enrolled and at the OTP that will provide

the treatment.

(h) Medication administration, dispensing, and use. (1) OTP’S must ensure that opioid agonist

treatment medications are administered or dispensed only by a practitioner licensed under the

appropriate State law and registered under the appropriate State and Federal laws to administer

or dispense opioid drugs, or by an agent of such a practitioner, supervised by and under the order

of the licensed practitioner. This agent is required to be a pharmacist, registered nurse, or licensed

practical nurse, or any other healthcare professional authorized by Federal and State law to

administer or dispense opioid drugs.
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(2) OTP’S shall use only those opioid agonist tre:itment medictitions that are approved by

the Food and Drug Administration under section 505 of the Federtil Food, Drug, and Cosmetic

Act (21 CJ.S.C. 355) for use in the treatment of opioid addiction. In addition, OTP’S may administer

a drug that htis been authorized by the Food and Drug Administration under an investigtitiona]

new dmg application under section 505(i) of the Federal Food, Drug, and Cosmetic Act for

investigational use in the treatment of opioid addiction, provided the investigational use of the

drug by the OTP is fully consistent with the protocol and other conditions set forth in that

application. Only the following opioid agonist treatment medications will be considered to be

approved by the Food and Drug Administration for use in the treatment of opioid addiction:

(i) Methadone; and

(ii) Levo-Alpha-Acety l-Methadol (LAAM).

(3) OTP’S shall maintain current procedures that m-eadequate to ensure that the following

dosage form and initial dosing requirements are met:

(i) Methadone shall be administered or dispensed only in oral form and shtill be formulated

in such a way as to reduce its potential for parenteral abuse.

(ii) For each new patient enrolled in a program, the initial dose of methadone shall not exceed

30 milligrams and the total dose for the first day shall not exceed 40 milligrams, unless the program

physician documents in the patient’s record that 40 milligrams did not suppress opiate abstinence

symptoms.

(iii) The administering physician shall ensure that any time a daily dose greater than 100

milligrams is provided to a patient, the justification for such a daily dose is stated in the patient’s

record.

(4) OTP’S shall maintain current procedures adequate to ensure that each opioid agonist

treatment medication used by the program is administered and dispensed in accordance with its

approved product labeling. Dosing and administration decisions shall be made by a program

physician familiar with the most up-to-date product labeling. These procedures must ensure that
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any deviations from the approved ltibeling, including de~ititions with regtird to dose., frequency.

or the conditions of use described in the approved kibeling ure justified in the patient’s record.

(i) Unsupcrl’isc(l or ‘‘tuke-llome” use. To limit the potential for diversion of opioid tigonis[

treatment medications to the illicit market. opioid agonist treatment medications dispensed to

patients for unsupervised use shall be subject to the following requirements.

(1) Any patient in comprehensive maintenance treatment may receive a single take-home dose

for a day that the clinic is closed for business, including Sundays and State and Federal holidays.

(2) Treatment program decisions on dispensing opioid treatment medications to patients for

unsupervised use beyond that set forth in paragraph (h)(4)(i)(l) of this section, shall be determined

by the medical director. In determining which patients may be permitted unsupervised use. the

medical director shall consider the following uke-home criteria in determining whether o ptitient

is responsible in handling opioid drugs for unsupervised use.

(i) Absence of recent tibuse of drugs (opioid or nonnarcotic), including alcohol;

(ii) Regularity of clinic attendance:

(iii) Absence of serious behavioral problems at the clinic;

(iv) Absence of known recent criminal activity, e.g., drug dealing;

(v) Stability of the patient’s home environment and social relationships;

(vi) Length of time in comprehensive maintenance treatment;

(vii) Assurance that take-home medication can be safely stored within the patient’s home;

and

(viii) Whether the rehabilitative benefit the patient derived from decreasing the frequency of

clinic attendance outweighs the potential risks of diversion.

(3) Such determinations and the basis for such determinations consistent with the criteria

outlined in paragraph (h)(4)(i)(2) of this section shall be documented in the patient’s medical record.

If it is determined that a patient is responsible in handling opioid drugs, the following restrictions

apply:
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(i) During the first month of treatment, the rnxximum take-home ~uppiy is limited to a single

dose each week and the patient shall ingest all other doses under appropriate supervision :is

provided for under these regulations.

(ii) In the second month of treatment, the maximum take-home supply is two doses after

each supervised ingestion.

(iii) In the third month of treatment, the patient shall have observed ingestion at least twice

a week, with tie-home permitted for other doses.

(iv) In the remaining months of the first year, the maximum tfike-home supply of opioid

medication is three doses after each supervised ingestion.

(v) After 1 year, a patient may be given a maximum of31 days take-home medic:ition. but

must make monthly visits.

(4) No medications shall be dispensed to patients in \hort-term detoxification treatment or

interim maintenance treatment for unsupervised or take-home use.

(5) OTP’S must maintain current procedures adequate to identify the theft or diversion of

take-home medications, including labeling containers with the OTP’S name, address, and telephone

number, Programs also must ensure that take-home supplies are packaged in a manner that is

designed to reduce the risk of accidental ingestion (see Poison Prevention Packaging Act, Pub.

L. 91-601 (15 U,S.C. 1471 ~Cseq.)).

Q) lnt~rim maintenance tr~alment. (1) The program sponsor of a public or nonprofit private

OTP may place an individual, who is eligible for admission to comprehensive maintenance

treatment, in interim maintenance treatment if the individual cannot be placed in a public or

nonprofit private comprehensive program within a reasonable geographic area and within 14 days

of the individual’s application for admission to comprehensive maintenance treatment. An initial

and at least two other urine screens shall be taken from interim patients during the maximum

of 120 days permitted for such treatment. A program shall establish and follow reasonable criteria

for establishing priorities for transferring patients from interim maintenance to comprehensive
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maintenance tretitment. These trtinsfer criteria ~h~dlbe in i~’riting and ~hall Inclu(!e. at a minimum.

a preference for pregnant women in admitting patients to interim mtiintenance and in trmsferring

patients from interim maintenance to comprehensive maintenance treatment. Interim maintenance

shall be provided in a manner consistent with all applicable Federal and State laws, including

sections 1923, 1927(a), and 1976 of the Public Health Service Act (21 U.S. C, 300x–23, 3(lox-

27(a), and 300y–11 ).

(2) The program shall notify the State health officer when a patient begins interim maintenance

treatment, when a patient leaves interim maintenance treatment, and before the date of mandatory

transfer to a comprehensive program, and shall document such notifications.

(3) SAMHSA may revoke the interim maintemmce authorization for programs thtit fi~il to

comply with the provisions of \ 8. 12(j). Likewise, SAMHSA will consider revoking the interim

maintenance authorization of a program if the Sttite in which the program operates is not in

compliance with the provisions of $8.1 l(g).

(4) All requirements for comprehensive maintenance treatment apply to interim maintenance

treatment with the following exceptions:

(i) The opioid agonist treatment medication is required to be administered daily under

observation;

(ii) Unsupervised or “take-home” use is not allowed;

(iii) An initial treatment plan and periodic treatment plan evaluations are not required;

(iv) A primary counselor is not required to be assigned to the patient;

(v) Interim maintenance cannot be provided for longer than 120 days in any 12 month-period;

and

(vi) Rehabilitative, education, and other counseling services described in paragraphs (f’)(4),

(f’)(5)(i), and (f)(5)(iii) of this section are not required to be provided to the patient.
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~8.13 Revocation of accreditation and accreditation body approval.

(a) SAMHSAuctionfollow' ingrc\localit]n (lfaccr()dituti{] rt. Ifanaccreditation body revoiies

an OTP’S accreditation, SAMHSA may conduct an investigation into the reasons for the revocation.

Following such investigation, SAMHSA may determine that the OTP’S certification should no

longer be in effect, at which time SAMHSA wili initiate procedures to revoke the facility’s

certification in accordance with $8.14. Alternatively, SAMHSA may determine that another action

or combination of actions would better serve the public health, including the establishment and

implementation of a corrective plan of action that will pemit the certification to continue in effect

while the OTP seeks reaccreditation.

(b) Accreditation body appro~)al. (1) If SAMHSA withdraws the approval of an accreditation

body under $8.6, the certifications of OTP’S accredited by such body shall remain in effect for

a period of 1 year after the date of withdrawal of approval of the accreditation body, unless

SAMHSA determines that to protect public health or safety, or because the accreditation body

fraudulently accredited treatment prograrm, the certifications of some or all of the programs should

be revoked or suspended or that a shorter time period should be established for the certifications

to remain in effect. SAMHSA may extend the time in which a certification remains in effect under

this paragraph on a case-by-case basis.

(2) Within 1 year from the date of withdrawal of approval of an accreditation body, or within

any shorter period of time established by SAMHSA, OTP’S currently accredited by the accreditation

body must obtain accreditation from another accreditation body. SAMHSA may extend the time

period for obtaining reaccreditation on a case-by-case basis.

~8.14 Suspension or revocation of certification.

(a) Revocation. Except as provided in paragraph (b) of this section, SAMHSA may revoke

the certification of an OTP if SAMHSA finds, after providing the program sponsor with notice

and an opportunity for a hearing in accordance with subpart C of this part, that the program sponsor,

or any employee of the OTP:


